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OFRCE OF PETITIONS 

Rule 322(a)(4) RESPONSE 
and 

Rule 181 PETITION 



This is a Rule 322(a)(4) Response to the Letter Re Certificate of 
Correction mailed 6 May 2003. This is also a Rule 181 Petition to invoke the 
supervisory authority of the Commissioner. 

Applicant respectfully objects to the proposed Certificate of Correction. 
Applicant thus petitions for an order staying issue of the requested Certificate. 



FACTUAL BACKGROUND 
The factual record indicates that the issued claims are intended to read as 

printed in the issued patent. The prosecution history shows the following: 

The original patent application describes a stop-smoking method. Exhibit A 

(A.G. Szynalski, Stop Smoking Method (27 Oct. 1999)). The claims cover a three 

part invention. The claims as filed recite: 

(A) an educational program; 

(B) a hypnosis program; and 

(C) lobelia. 
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The patent application describes lobelia, and its efficacy as an anti-smoking drug 
due to lobelia's antidepressant and anxiolytic activity. Thus, claim element (C), 
as-filed, covers lobelia literally. Under the doctrine of equivalents, claim element 
(C) also covered equivalent substances (e.g., substances which perform the same 
function as lobelia, in the same way, to produce the same result). 

The Patent Examiner's search revealed no prior art which suggested 
combining education and hypnosis with lobelia. Further, the search revealed no 
art suggesting combining education and hypnosis with any lobelia equivalent. 
Exhibit B (Office Action (2 March 01)). 

Applicant accordingly proposed changing the term "lobelia" to encompass 
such equivalents literally, rather than under the doctrine of equivalents. This 
amendment is permissible because knowledge generally available in the art need 
not be reiterated in the patent application itself; such information may be provided 
by the art. Manual of Patent Examining Procedure § 2164.04 (2002), 
discussing In re Wright . 999 F.2d 1557, 1562 (Fed. Cir. 1993) and In re Marzocci . 
439 F.2d 220 (C.C.P.A. 1971). Accordingly, the "Examiner agreed to consider 
claims addressed to the use of anti-depressants instead of lobelia, but requested 
information on efficacy in this usage." Exhibit C (Interview Summary (19 Sept. 
2001)). 

Applicant accordingly provided this information, showing that 
antidepressants are known to be effective anti-smoking agents. Exhibit D 
(Amendment (19 Sept. 2001)). Applicant also requested amending the claim to 
replace the term "lobelia" with the term "anti-smoking drug." This amendment 
makes the claim cover lobelia equivalents literally, rather than under the doctrine 
of equivalents. The Amendment, at page 5, explains: 

Element C is broadened to encompass equivalents of lobelia 
literally. 
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The Specification teaches that lobelia is an antidepressant 
acetylcholine receptor binder. Specification at 13-15. The 
Specification teaches other examples of antidepressants, id. at 18 
(gotu kola extract; kava kava root). 

5 

It is known in the art that antidepressants can be used as stop 
smoking drugs. For example, buproprion hydrochloride is sold as 
both an antidepressant (commercially available under the trademark 
WELLBUTRIN® from Glaxo-Wellcome Inc., Chapel Hill, North 

10 Carolina) and a stop-smoking drug (commercially available under the 

trademark ZYBAN® from Glaxo-Wellcome Inc., Chapel Hill, North 
Carolina). Phvsicians' Desk Reference at 1277 et seq. (1999). 
Antidepressants 'produced a calming effect within the body, thereby 
relieving the stress associated with nicotine withdrawal symptoms.' 

15 Specification at 18, lines 8-9. This probably explains why individuals 

quitting smoking feel better when an anti-smoking drug. Id. at 15, 
lines 12-14. 

Accordingly, element (C) is broadened to encompass stop- 
20 smoking drugs generally, and dependent claims 21-24 are added to 

recite lobelia specifically. 

Thus, the amendment doesn't necessarily change the outer limits of the claim 
scope, but changes the legal theory on which lobelia equivalents are covered - 
25 covering them literally, rather than under the doctrine of equivalents. 

In response, the Examiner acknowledged that, as discussed in the 19 Sept. 
2001 Interview Summary, "[t]he term 'anti-smoking drug is broader in scope than 
[] lobelia." Exhibit E (Office Action (4 Dec. 2001)). 

The Examiner, however, changed position regarding whether the claim 
30 term "lobelia" may be so amended, arguing that evidence regarding knowledge in 

the art cannot be used to broaden literal claim coverage. Id. 

The position taken in the Office Action is contrary to law and internal 
Patent Office procedure. It thus precipitated another interview. The record for the 
ensuing interview says, "Agreed to Examiner's Amendment to place application in 
35 condition for allowance." Exhibit F (Interview Summary (14 Dec. 2001)). 
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Regrettably, the Interview Summary fails to specify exactly what amendment was 
agreed to.^ 

The Office then issued a Notice of Allowability. Exhibit G (Notice of 
Allowability (15 Jan. 03)). The Notice proposed an Examiner's Amendment. 
Id. at page 2. This amendment was proposed erroneously, because it was neither 
agreed to by the Applicant, nor supported by law. 

Before Applicant filed an objection to the Examiner's Amendment, the 
Office corrected its error and withdrew the Examiner's Amendment, replacing the 
erroneous Notice with a Corrected Notice of Allowability. Exhibit H 
(Corrected Notice of Allowability (4 Feb. 03)). The Corrected Notice 
corrects the prior Notice, omitting the erroneous Examiner's Amendment. 

The claims as issued recite "anti-smoking drug," not "lobelia." Exhibit I 
(U.S. Letters Patent No. 6,431,874 (13 Aug. 02)). 

LEGAL ANALYSIS 

Applicant respectfully believes the request for a Certificate of Correction in 
this case should not be granted, for several reasons. First, the records of the 
Patent Office do not clearly and unambiguously show the claims were printed in 
error; to the contrary, the record shows the Office corrected a potential error in a 
timely fashion. Second, the error alleged is not correctable under 35 U.S.C. § 
254 as a matter of law. Third, the error alleged is not "of consequence" as is 
required under 35 U.S.C. § 254. We discuss each in turn. 

The Patent Office Record does not 
clearly and unambiguously show error 

An issued patent is presumed valid. 35 U.S.C. § 282. This presumption 

includes a presumption that the Patent Office acted correctly in reviewing and 



^ What was agreed to, was entry of an Examiner's Annendnnent when and if the Exanniner would 
make of record prior art teaching the three-part combination of (A) education and (B) hypnosis and 
(C) a non-lobelia anti-smoking drug. 
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issuing the patent. See Superior Fireplace Co. v. Majestic Prods. Co. . 270 F.3d 
1358, 1381 (Fed. Cir. 2001). This statutory presumption of validity must be 
rebutted by clear and convincing evidence. E.g., Ethicon. Inc. v. Quiqq . 849 F.2d 
1422 (Fed. Cir. 1988). 

5 Here, the factual record fails to establish "clear and convincing" evidence of 

the alleged error. To the contrary, the record shows the claims as issued were 
correctly issued vis both the prior art of record and the papers of record. The 
proposed Examiner's Amendment would have violated both law and internal 
Office procedure, and the Office accordingly rectified this potential error. 

10 It may be argued that the Examiner intended to include the Examiner's 

Amendment in the Corrected Notice of Allowability, but the Examiner's 
Amendment was omitted inadvertently. This theory fails to establish "clear and 
convincing" evidence of error, because it is entirely speculative, and relies on 
speculation regarding the Examiner's subjective intent. Evidence regarding the 

15 Examiner's intent - speculative or otherwise - cannot be relied on in proving 

"error" See Superior Fireplace Co. . 270 F.3d at 1369-70 (parol evidence is 
generally not allowable to prove typographical or clerical error). The file itself, and 
the Manual of Patent Examining Procedure pursuant to which the file was 
processed, both indicate that the claims issued correctly. 

20 It may alternatively be argued that the Corrected Notice of Allowability 

was intended to replace the original Notice not completely, but only partially, 
leaving some unspecified part of the original Notice (the Examiner's Amendment) 
in place. Assuming arguendo the Corrected Notice was intended to replace the 
original Notice only partially, it is incumbent on the Office to clearly communicate 

25 to the Applicant what part(s) of the Notice is intended to be changed, and what 

part(s) remains unchanged. I is inappropriate to conclude that the Office snuck an 
Examiner's Amendment into the claims by misleading the Applicant regarding the 
amendment status; so doing would divest Applicant of its statutory right to have 
the Examiner's decision reviewed by the Board of Patent Appeals. 
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None of these theories is supported by "clear and convincing" evidence. 
Here, the Office failed to clearly apprise Applicant of any intent to replace the 
erroneous Notice only in part. No continued intent to change Applicant's claims 
was communicated to Applicant, nor even to the Patent Office's own Publications 
5 Branch (who saw no error in the claims), nor to the Patent Office's own Office of 

Patent Quality Review (who saw no error in the claims). Having failed to notify 
Applicant (nor the other branches of the Patent Office) of its intent to enter an 
unauthorized amendment to Applicant's patent, the Office cannot now do so. 

10 Issuing these claims "by mistake" would 

require three different PTO departments 
to each independently make errors 

Issuing the claims in error, would require three independent Patent Office 
departments to have made three independent errors. First, the Patent Examiner 

15 would need to erroneously fail to include - nor even mention - the Examiner's 

Amendment in the Corrected Notice of Allowance mailed to the Applicant. 
Second, the Patent Office Printing Branch would need to neglect to read the 
prosecution file and properly enter the Examiner's Amendment in the printed 
patent. Third, the PTO's own Office of Patent Quality Review would need to 

20 overlook the mismatch between the Examiner's Amendment and the to-be- 

published claims. 

It is not impossible that these three independent departments of the Patent 
Office would each independently err. It is not impossible that these three 
independent errors would coincidentally pertain to the same part of the patent - 

25 the single most important part of the patent. While it is not impossible, the record 

fails to show "clear and convincing" evidence proving these three separate errors. 

To the contrary, these alleged errors appear contradicted by the file. This 
is because Office procedure empowers the appropriate PTO Group to investigate 
the factual basis for a Certificate of Correction, and to prepare a report 

30 documenting these findings. Manual of Patent Exam. Proc. § 1485 (2002). 

Here, no such report appears in the file. No report appears to have even been 
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requested. The Office's own failure to bother to request such a report intinnates 
that the Patent Office believes the report would not provide any evidence to 
support the errors alleged. 

5 The error alleged is not 

correctable under 35 U.S.C. 254 

The patent statute provides a variety of procedures to correct the alleged 

error. A Certificate of Correction is not one of them. 

10 The claims do not have an 

"immediately apparent" 
typographical error 

The purpose of Section 254 is explained in its legislative history. In 

introducing the bill to the House of Representatives, Representative Lanham 

15 explained, 

The purpose of this bill is to save time and money and also promote 
efficiency in the operation of the Patent Office. The Patent Office is 
issuing approximately 40,000 patents a year. There are 15 linotype 
machines at the Government Printing Office engaged in doing 

20 nothing but the necessary printing for the Patent Office. Naturally, in 

the work at the Government Printing Office, and also in the work at 
the Patent Office itself, in such voluminous printing, certain 
typographical errors appear and patents are frequently issued under 
seal with these errors. There has been a custom prevailing in the 

25 Patent Office for 30 years, whenever these errors are detected, 

which are clearly clerical errors, to append a certificate of correction 
to the patent to show that the error was a typopraphical error and 
the certificate explains this. 

30 65 Cong. Rec. 6842-43 (1924) (emphasis added). Section 254 thus allows 

correction of typographical errors. Clerical or typographical errors are "generally 
understood to include simple mistakes such as obvious misspellings that are 
immediately apparent. Upon viewing such a misspelling, there is no doubt that a 
mistake, indeed a clerical or typographical mistake, has occurred." Superior 

35 Fireplace Co. v. Majestic Prods. Co. . 270 F.3d 1358. 1369-70 (Fed. Cir. 2001) 

(italics added). An example of an error immediately apparent is an error which 
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"renders the claim meaningless when read literally." Sargent-Welch Scientific Co. 
V, J/B Industries. Inc. , 496 F.Supp. 972, 978 (N.D.III. 1980). 

Here, the mistake alleged is not "immediately apparent" on reading the 
claims. The claims are not "meaningless when read literally." There is no 
allegation that "upon reading the claims, there is no doubt that a mistake, indeed a 
clerical or typographical mistake, has occurred." To the contrary, the issued 
claims read clearly, and are fully supported by law, by the art of record and by the 
prosecution history. There is no allegation to the contrary. 

The alleged error is not subject 
to a Certificate of Correction 

The Request for a Certificate of Correction alleges that the patentee 
has claimed more than it had a right to claim. Procedures to address this kind of 
alleged error are available under any of 35 U.S.C. § 135 (interferences): 35 U.S.C. 
S 251 (reissue), 35 U.S.C. § 302 (ex parte reexamination); 35 U.S.C. S 311 {inter 
partes reexamination); and 35 U.S.C. S 282(2) (anticipation of claim by prior art). 

In contrast, the kind of error alleged is not correctable under 35 U.S.C. § 
254. This is because alleged errors which change the scope of an issued claim 
cannot be corrected by a Certificate of Correction as a matter of law. This is 
because "Where a proposed correction involves a change in claim scope, the 
reissue statute is controlling, not the provisions of law governing Certificates of 
Correction." In re Arnott , 19 U.S.P.Q.2d 1049, 1054 (Commr. Pat. 1991), citing 
Eagle Iron Works v. McLanahan Corp. . 429 F.2d 1375, 1383 (3'" Cir. 1970); 
accord, In re Shirouchi , 204 U.S.P.Q. 513 (Commr. Pat. 1979) (request to correct 
claims requires claim amendment beyond the scope of Certificate of Correction; 
the proper route to amend claims is a reissue proceeding); see also Superior 
Fireplace Co. v. Majestic Prods. Co. . 270 F.3d 1358, 1375 (Fed. Cir. 2001) (as a 
matter of law, an alleged "mistake" that would change the scope of a claim "must 
thus be viewed as highly important and thus cannot be a mistake of 'minor 
character.'"). 
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The Certificate of Correction requestor is well aware of the procedural 
safeguards mandated in interferences, reissues, ex parte reexamination and inter 
partes reexamination. The requestor is well aware such safeguards do not exist in 
reviewing a Certificate of Correction. See Hallmark Cards. Inc. v. Lehman . 959 
F.Supp. 539, 543 (D.D.C. 1997) ("the PTO conducts a thorough and 
comprehensive review of a patent in reissue and reexamination proceedings" 
while "Certificates of Correction [] involves a far less intrusive examination of a 
patent for minor, typographical, and clerical errors"). The requestor attempts to 
have the Office shortcut required procedural safeguards, by using an inapposite 
procedure. Granting this request is respectfully believed beyond the Office's 
statutory authority. 

The requestor has not alleged 
any "error of consequence" 

A Certificate of Correction should only be requested if the error alleged is 

"of consequence." Manual of Patent Examining Procedure § 1480 (2002). 

Here, it is not. 

Here, the Request for Certificate of Correction says the alleged error 
is "of consequence" because the patent holder is asserting the patent against the 
requestor. Contrary to the Request for Certificate of Correction, asserting 
the patent against the requestor does not make the alleged error "of 
consequence." To the contrary, asserting the patent against the requestor moots 
the Certificate of Correction. 

This is because a Certificate of Correction has effect only "on the trial of 
actions for causes thereafter arising," 35 U.S.C. § 254, i.e., causes arising after 
the Certificate of Correction issues. Southwest Software, Inc. v. Harlequin Inc. , 
226 F.3d 1280, 1295 (Fed.Cir. 2000) (Certificate has prospective effect only). 
Thus, the Certificate should have no effect at all on the already-pending lawsuit. 
This rule is logical; if the Federal Circuit allowed Certificates of Correction to 
retroactively change patent claims, then every accused infringer would file a 
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blizzard of requests for correction, making resolution of pending infringement 
actions impossible. 

The requestor has already been sued for infringement. The Certificate of 
Correction request should have no consequence on this already-pending litigation. 
Rather, the accused infringer's remedy for allegedly over-broad claims would be to 
prove in the pending litigation that the issued claims are invalid vis the prior art. 
Because the alleged error is not "of consequence" as a matter of law, the Office 
should accordingly deny the request. See Manual of Patent Examining 
Procedure § 1480 (2002). 



Whether the Office should issue a Certificate of Correction in this case? 

ACTION REQUESTED 
Applicant respectfully believes a Certificate of Correction is not legally 

issuable on the existing factual record. Applicant accordingly requests that the 

Office deny the third-party Request for a Certificate of Correction. 

ENCLOSURES 
The exhibits discussed and a Petition fee are enclosed. 

Respectfully submitted, 
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stop Smoking Method and Composition 

By Alexander Go en Szynalski 
A portion of the disclosure of this, patent docioment contains 
material which is subject to copyright protection. The copyright 
5 owner has no objection to the facsimile reproduction by anyone of 
the patent disclosure^ as it appears in the Patent and Trademark 
Office patent files or records, but otherwise reserves all 
copyright rights whatsoever. 

Background 

10 The prior art discloses many stop-smoking products and 

methods including, for example; (A) education to educate smokers 
regarding smoking, its physiological dangers and addictive nature, 
and conscious techniques to stop smoking; (B) hypnosis, to use the 
unconscious mind to stop smoking; and (C) nutritional supplements, 

15 addressing the nutritional challenges with regard to stopping 
smoking. 

Summary 

While using each one of these three elements is known in 
the art, I have found that by combining all of these three 
20 elements together, they act on the three areas most important for 
stopping smoking - the conscious mind, the xinconscious mind, and 
the body - and are synergistically effective in helping people to 
stop smoking - 

This synergy was unexpected, I am a Certified Hypnotist 
25 and am a Nutritionist, with over twenty years experience in the 
fields of hypnosis, seminar presentation and nutrition, I am a 
member of the American Association of Professional 
Hypnotherapists, the National Guild of Hypnotists, the 



International Association of Counselors and Therapists, and am 
certified by the Hypnodyne Foundation, I am listed in Who ' s Who 
in Executives and Professionals , and I was a finalist for the 1999 
Ernst & Young Entrepreneur of the Year award. I have been a 
5 special guest on numerous national television and radio programs, 
and was featured on the #1 television fitness show in the country. 
I maintain a practice in Cedar Knolls / New Jersey. I have 
successfully used hypnosis in many types of situations, I have, 
for example, worked with athletes to improve their athletic 

10 performance, and have worked with corporations as a sales and 

personal-development trainer. I am driven by a sincere passion for 
helping people maximize their personal potential and overcome 
addictions to smoking and food. I enjoy a reputation for 
extremely high success through my seminars. 

15 Detailed Descrir>tion 

My invention therefore coitrprises three elements: (1) 
education for the conscious mind regarding smoking, its 
physiological dangers and addictive nature, and techniques to stop 
smoking; (2) hypnosis for the unconscious mind, which hypnosis 

20 addresses the unconscious mind and its way of affecting behavior ; 
and (3) dietary substances, to address the physiological needs of 
a person entailed in stopping smoking. 

Education , The first element of my invention is 
education regarding smoking. This educational process can include 

25 addressing the benefits of a regular exercise program. Thus, the 
educational materials or program educates the smoker to engage in 
some form of light exercise. Not only will exercise help clear 
the body of the toxins acquired through smoking, but exercise will 



also help release endorphins which relieve stress as well as 

making you feel good. Exercise will rapidly reverse the damage 

done to the body from smoking. If the smoker has not engaged in 

exercise for a long time, or the smoker has a weight problem or 

5 any other health problem, the smoker should consult their 

physician before starting any regimen of exercise. 

In addition to this, I have found that in my preferred 

embodiment of my invention, the education program also addresses 

the physiological progression of smoking, its physiological 

10 dangers and addictive nature, and some conscious techniques to 

stop smoking. 

Gacan Corpo^'Hio , 
© 1999 ^ 

The physiological progression of smoking entails three 
discreet steps. Knowing these steps helps the smoker recognize 
15 them as they occur, and thus recognize the needs they fill. 
Stage 1 - Light a cigarette and inhale. This takes about 7 

seconds. The deep breath of the inhale increases the 
flow of blood and oxygen to the heart and you feel more 
relaxed (not due to the cigarette, but due to. the deep 
20 . breath) . 

Stage 2 - Seven seconds to fifteen minutes later, nicotine enters 
the liver, which, in turn releases sugar into the 
bloodstream. This results in a physical uplift (not from 
the cigarette, but from the release of sugar into the 
25 bloodstream) which then in turn causes the pancreas to 

release insulin into the bloodstream. This gives, you an 
energy boost. Normally, it is a temporary energy boost . 
because the muscle cells of the body are resistant to 



insulin • So what happens is that your energy level goes 
up and then crashes, all over again. In fifteen minutes, 
you want to start smoking again due to the tense 
feelings you experience from your energy level being 
5 reduced- What we suggest is for you to sensitize your 

body to insulin. Before we suggest how you do this, you 
first should study the two diagrams pictured below. To 
better understand this phenomenon, we will provide an 
in-depth clarification of the diagrams. 

10 Stage 3 - Fifteen to twenty minutes after beginning to smoke, the 
nicotine interrupts the normal transmission of neurons 
by competing with acetylcholine at the nerve terminal, 
producing such effects as an increased heart rate and 
respiration, along with feelings of tension and of being 

15 "wired up," It also increases arousal and a sense of 

well-being and focused attention. A side benefit to 
understanding this step is .to take proper nutrients so 
you do not allow this physical and physiological 
progression of smoking to occur. This will help with 

20 maintaining or even reducing weight and increasing lean 

muscle tissue. 

In my preferred embodiment, the smoker is educated on 
the physiological dangers and addictive nature of smoking. These 
dangers are now so widely known as to not need to be discussed in 
25 detail here. 

In my preferred embodiment, the person is educated on 
the benefits of modifying their daily diet. This addresses 
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potential weight gain problems, one of the biggest fears of 
smokers. 

Regarding potential weight gain, why do we gain weight 
when we stop smoking? Muscle cells become more sensitive to 
. 5 insulin. In my preferred embodiment/ therefore, I recommend : 

• Avoid refined carbohydrates. All carbohydrates start out in 
their rarest edible form as complex, but we make them refined by 
processing, preserving, storing, drying, and cooking. 

• Increase physical activity, especially five to fifteen minutes 
10 after meals . 

• Take 100 micrograms of chromium along with the proper 

cof actors, one half hour before each meal with a full glass of 
water. The product containing chromi-um (CHROMIUM CflELAVITE™) that 
I prefer is TRIMSPA®, available from Vitamerica, Inc., Cedar 
15 Knolls / New Jersey. 

• Acquire a cigarette cessation product containing the herb 
lobelia/ which aids any withdrawal that some may experience. 
Lobelia is a natural herb that tricks the body into thinking it is 
nicotine, but it does not have the side effects. In the preferred 

20 embodiment of my invention, I recommend CIGSATION™, available from 
Vitamerica, Inc., Cedar Knolls, New Jersey. 

• Cut back on drinking coffee and other caffeinated beverages. 
Sometimes the stress or anxiety that quitters experience is due to 
the physiological effects of caffeine on the nervous system and 

25 not due to withdrawal from nicotine. Try drinking decaffeinated 
tea or some other warm decaffeinated beverage. Drinking a hot tea 
provides the same psychological effect as drinking hot coffee. 



• Eat healthy, nourishing, non-processed foods and take a good 
vitamin supplement. Remember, the 2 00+ toxins in cigarette smoke 

-have helped deplete the body of vitamins. Five cigarettes can 

deplete all the vitamin C in the body! By eating a healthy diet, 

5 you will recover your health more quickly. 

In my preferred embodiment, the smoker is educated to do 

this for at least the first week, preferably for the first 21 

9c 

days,, after stopping smoking Eat 3 meals a day, including 
breakfast 

10 • Have protein and complex carboliydrates with each meal 

• Avoid sugar 

• Drink 8 glasses of non-caloric liquids a day - drink water with 
lemon, seltzer, herbal tea, etc. 

• Keep a pitcher of water on your desk and you'll easily drink 8 
15 glasses a day 

• Between meals, drink fruit juices or eat a piece of fruit 

• Eat lots of fruits, vegetables and salads 

• As soon as you finish eating, leave the table and go brush your 
teeth 

20 • Use mouthwash whenever possible 

In my preferred embodiment, the smoker is admonished : 
to not skip any meals (and never miss breakfast); to limit 
refined- sugar intake (and read packaging labels) ; to avoid 
beverages with caffeine (tea, colas, coffee, hot chocolate) ; and, 

25 if you must have them, drink tea or coffee out of a juice glass 
using a straw;, and NO alcohol. 

We described above the change in blood sugar levels 
caused by smoking and the physical and emotional response it has 



on the body. If your blood sugar level gets low, you will either 
crave a cigarette or something sweet. In either case, it will 
•boost your blood sugar level for 10 to 20 minutes and then cause a 
crash, triggering another urge for a cigarette or a sweet. By 
5 eating 3 meals a day,, you will tend to have a stable blood sugar 
level, and this minimizes cigarette and eating urges. Eating 
protein with carbohydrates at breakfast sets the stage for stable 
blood sugar levels all through the day. Protein with complex 
carbohydrates stabilizes the blood sugar, 

10 I have also found it useful to teach persons quitting 

smoking to carry a nonfood item such as a swizzle stick or a low 
calorie food such as celery or carrot sticks. Use these to gratify 
any oral habit that has been developed by the conditioned response 
of putting your hand to your mouth 250 times a day, as if you were 

15 a one pack a day smoker. 

By providing the smoker with this kind of educational 
program, the smoker is able to consciously and analytically 
understand their need to smoke and to approach the decision to 
smoke, or to not smoke, in an analytical, dispassionate manner. 

20 . Hypnosis . In addition to the conscious, analytical 

mind, one can aid the stop-smoking process by using the 
subconscious mind. In my invention, it is important to use both 
the conscious mind - via the educational program discussed above - 
and the unconscious mind, with hypnosis.. 

25 The subconscious mind dominates your thinking and 

behaviors. It is programmed using repetition and the sxibconscious 
mind basically behaves for two reasons. It tries to take you 
towards pleasure and it wants you to stay away from pain. For 



exairrple, when you have a cup of coffee, you grab a cigarette; you 
get into a car, you grab a cigarette; you get stuck at a light, 
you grab a cigarette; you get a break at work, you grab a 
cigarette; you have a cocktail, you grab a cigarette. If you do 
5 not experience these triggers, you may very often go many hours 
without having a cigarette. It is important that you identify 
these scenes so we can then break the connection of the cigarettes 
to the scenes. 

With hypnosis, the subconscious mind no lonjger aids the 
10 body to smoke more often, but rather aids the body to stop 
smoking, during precisely those periods when a smoker is 
accustomed to having a cigarette. Instead of the subconscious 
making the body scream for nicotine after a meal, or with coffee 
or alcohol, the subconscious will help the smoker remain calm and 
15 pain free. 

When used to stop smoking, I have found that in my 
preferred embodiment, the hypnosis focuses on interrupting 
"conditioned responses" generally, and specifically, on 
interrupting the response to smoke. Conditioned responses are 

20 actions ( e , g ., reaching for a cigarette) motivated not by a 
consciously-perceived need, but rather by unconscious habit. 

Is smoking more of a physical or more of a psychological 
addiction? For example, how many times have you gone two, three 
or four hours without even smoking one cigarette and then in 

25 another hour you may smoke four, five or six cigarettes? Why is 
that? It is because certain events, or certain times of the day 
can trigger you to smoke a cigarette. Therefore, it is necessary 



to break these unconscious connections, and such breakage occurs, 
I found, most efficiently using unconscious means - hypnosis. 
• In my preferred embodiment of my invention, the hypnosis 

is done in-person and is reinforced later with prerecorded media 
5 such as audio-tapes. 

Hypnosis techniques are known in the art.. In my 
preferred embodiment, I prefer the in-person hypnosis to follow a 
six-step protocol. The six steps are (1) neuro-linguistic 
programming, (2) physical positioning, (3) progressive relaxation, 
10 (4) occupying the critical/analytical factor, (5) a process of 
suggestion, and (5) changing the language of the subconscious. 

(1) Neuro-linguistic programming is a technique known in 
the art. It is described in detail in the following works written 
since the 1960's. 
15 The Structure of Magic . Vol.1 - Richard Handler/ John Grinder 
The Structure of Magic , Vol.2 - Grinder /Handler 
Patterns of Hypnotic Techniques of M.H. Erickson , Vol.1 - 
Handler /Grinder 

Patterns of Hypnotic Technicrues of M.H. Erickson . Vol.2 - 
20 Grinder/Handler 

Frogs Into Princes - Handler /Grinder 

Trancef ormations - Grinder/Handler 

Using Your Brain for a Change - Richard Handler 

Time for a Change - Richard Handler 
25 Persuasion Engineering - Richard Handler /John La Valle 

The Adventures of Anybody - Richard Handler 

Science and Sanity - Alfred Korzybski 
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Uncomrrion Therapy - The Psychiatric Techniques of Erickson - Jay 
Haley 

Training Trances - John Overdurf / Julie Silverthorn 
Mv Voice Will Go With You - Sidney Rosen 
5 These are incorporated herein by reference. 

(2) Physical positioning is important, to maintain the 
subject in a state which is both relaxed, yet not sleep-prone. 

{3) Physical Positioning and Progressive Relaxation 
follow the methods known in the art, instructing the subject to 
10 progressively relax each part of their body. This can be done 

with instructions to, for example, physically perform some act, or 
to mentally visualize some relaxing phenomenon. 

(4) Occupying the critical / analytical factor is 
accomplished in my preferred embodiment by having the subject 

15 perform certain tasks which both require -some conscious attention, 
but also are not so difficult or complex as to absorb the 
subject's entire mental capacity. 

(5) The process of suggestion is important to repeat 
for an effective period of time - usually at least daily for about 

20 twenty one days. This time may, however, be less when the subject 
is relaxed, or is in a highly-emotional state. 

(6) The last step is changing the language of. the 
subconscious. This is done by repeating a desired message - e.g., 
"I am free from smoking" - often enough that the desired message 

25 replaces an undesired message in the subconscious mind. For 
example, one technique is to get friends, coworkers, and family 
members to help you, by asking them to congratulate you for not 
smoking. The best way to accomplish this is to stick your hand 

in 



out to a friend or family mexnber, asking that person to shaJce your 
hand and congratulate you for being a. nonsxno3cer . When that person 
-congratulates you, it is a positive reinforcement. The (former) 
smoker benefits from this positive feedback, and from knowing that 
5 they are doing well in stopping smoking. . ^ 

In another technique l found successful, smoking is 
described as like having a best friend. Psychologically, the 
cigarette is the support that a friend gives you. Imagine having 
your best friend there for you and then losing him or her. You 
10 would not feel very good losing your best friend. However, if you 
discover, that your best friend was abusing your children, most 
likely you would not feel the same about losing your best friend, 
you would still have some sort of attachment, but now you would be 
able to reason your way out of not having this person as a friend. 
15 In my preferred embodiment, the educational program teaches 
smokers to look at smoking in the same way. 

In my preferred embodiment of my invention, hypnosis is 
also administered by listening to a prerecorded audio script which 
provides stop-smoking messages and positive feedback for not 
20 smoking. Such audio tapes are commercially available. In iny 
. preferred embodiment, l use an audio tape titled "Smoking 
Cessation," published by Vitamerica, Inc., Cedar Knolls, New 
J^^^^V' ww.vitamerica.rom, to be listened to once every day for 
an effective length of time, generally about twenty-one days. 

''^ Dietary Substances. The third element of my invention 

is using proper dietary substances. These address the 
physiological needs of people breaking their physical addiction to 
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nicotine. Further, one of the biggest fears of smokers is that, 
in stopping smoking, they will gain excess weight. Thus, in my 
•preferred embodiment, in addition to the dietary substances that 
support normal form and function while recovering from a smoking 
5 addiction, one also uses dietary substances "that support normal 
form and function for those seeking weight-loss or to reduce 
weight gain. In my preferred embodiment, I recommend CIGSATION™ 
and TRIM SPECIFICS"^'^, dietary supplements by Vitamerica, Inc., 
Cedar Knolls, New Jersey, www > vitamerica . com 

10 To aid the reader's understanding, I will discuss first 

the biological basis of the smoking addiction. I will then 
discuss the dietary substances and the diet modifications I have 
found effective to combat the physical smoking addiction - the 
addiction to nicotine. Finally, I will discuss dietary sxzbstances 

15 to control weight gain. 

What causes the addiction to nicotine? The nervous 
system is divided into two anatomical divisions. The first is the 
central nervous system, which is composed of the brain and spinal 
cord- "The second is the peripheral nervous system, which includes 

20 neurons located outside the brain and spinal cord, which includes 
• any nerves that enter or leave the central nervous system. The 
peripheral nervous system can be further divided into the efferent 
division, whose neurons carry signals away from the brain and 
spinal cord to the peripheral tissues, and the afferent division, 

25 whose neurons bring information from the peripheiry to the central 
nervous system. 

Nerve impulses are transmitted along a path of cells 
called neurons. The neurons form a knot-like mass called ganglia. 



These neurons are connected by a series of bridges. The bridge is 
called a synapse. In order to cross the bridge, a 
neurotransmitter is required. Before the nerve impulses reach the 
relay station or bridge, they are referred to a pre-ganglionic 

5 neurons. After crossing the synapse, they are referred to as post- 
ganglionic neurons. The basic neurotransmitters of the autonomic 
nervous system are acetylcholine and epinephrine. Acetylcholine 
mediates the transmission of nerve impulses across autonomic 
ganglia in both the sympathetic and parasympathetic nervous 

10 systems. 

Nicotine Receptors, These receptors, in addition to 
binding acetylcholine, also recognize nicotine. Nicotine 
initially stimulates and then blocks the receptor. There is a 
competitive inhibition taking place. In lay terms, the receptor 

15 has a greater affinity for nicotine than -for acetylcholine. At 
the same time, nicotine increases the level of the . 
neurotransmitter dopamine in a particular brain pathway which 
associates a molecular link between nicotine addiction and this 
pleasure producing pathway. This is why nicotine causes such as 

20 strong physiological addiction. Recently, scientists at Yale and 
at the Pasteur Institute in Paris have found that the beta 2 sub 
unit of a known nicotine receptor in the brain is a critical 
component in nicotine addiction. 

To combat this nicotine addiction, it is useful to use 

25 lobelia. Lobelia in f lata (also known as Indian Tobacco) is a 
plant. This plant contains three nicotine-like ingredients : 1) 
lobeline, 2) lobelanidine, and 3) lobelanine. On close inspection 
of these three ingredients one can notice that all are symmetrical 



molecules. In other words, if you cut them each in half, each 
half is the same. The only exception is with lobeline, which has 
a slight difference on one side of the molecule. I refer to each 
of these three compounds, their analogs, and derivatives, as 
5 "lobelia." After explaining some basic physiology, you will see 
why lobelia is important. 

Nicotine causes an increase in blood pressure, increases 
intestinal motility, stimulates the central nervous system, has an 
anti diuretic effect (ability to retain water) , affects heart 

10 rate, affects respiration, is highly soliible and crosses the 
blood-brain barrier, produces some euphoria (feeling of well 
being), arousal, relaxation, and it improves attention, arid 
crosses the placenta membrane and is secreted in the milk of 
lactating women. 

15 The chronic effects of Nicotine include nasopharyngeal and 
bronchial irritation, lung cancer, cardiac irregularities, 
stimulated salivary secretion, and reduction of gastric acidity. 

Let us now consider the structural formulas for the 
active constituents in lobelia. Because of their basically 

20 symmetrical structure, it appears that they have an advantage in 
competing with nicotine at the effector cell site. It is 
postulated that these components can attach themselves to the cell 
site from either side of the molecule and perhaps crowd out the 
nicotine. Later, after the nicotine is eliminated from the 

25 system, lobeline will replace nicotine at the effector cell site. 
While nicotine is rapidly eliminated from the body within 15-24 
hours, the withdrawal symptoms can last for several weeks to 
several months, depending upon the individual. 



Lobelia's action in the body mimics that of. nicotine, 
but does not have the physiological dependence of nicotine . 
Lobelia exhibits a cross tolerance with nicotine, is one of the 
most useful systemic relaxants, has a relaxation effect on the 

5 central nervous system, has a relaxing action on the autonomic 
nervous system, has a general relaxing action on neuromuscular 
action, is a powerful respiratory stimulant, equalizes circulation 
and relieves vascular tension, provides a truly holistic action 
with a combination of stimulation and relaxation, and also 

10 provides the holistic action of a general relaxant with diffusive 
stimulation. 

Recently, scientists in Japan have discovered an 
antidepressant component in the leaves of lobelia, inflata. This 
probably explains why individuals feel better when taking lobelia. 

15 Given this physiology, the physiologic needs of a smoker 

can be addressed using lobelia. In addition to lobelia, I have 
found that other herbal substances are useful as dietary 
STibstances. Thus, in my preferred embodiment, lobelia is used 
along with wood betony, fennel seed and licorice root cind several 

20 other herbs. 

In addition to these vitamin- type nutritional supplements, in my 
invention one needs lobelia. Lobelia is also known as Indian 
tobacco or wild tobacco and is native to North America. It 
includes three components significant here : lobeline, 
25 lobelanidine and lobelanine. It is pharmacologically similar to 
nicotine, but does not have nicotine's physiological dependency. 

In my preferred embodiment of my invention, I have found 
it beneficial to include certain other supplements derived from 



plants and herbs . Each the individual ingredients improves the 
function of lobelia alone, as each provides a specific function to 
enhance the efficacy of the product. 

Wood Betony. Wood betony is used for its sedative and 
5 bitter properties. Its an ti -hypertensive properties relieve 

nervous tension and dilate blood vessels, thus producing a calming 
effect. Wood betony can relieve headaches normally associated with 
nicotine withdrawal. Its bitter tonic properties also aid in 
nicotine withdrawal- 

10 Fennel Seed. Fennel seed has been recognized to have 

canninative and stimulant properties. It has been reported to have 
a spasmolytic effect on smooth muscles. As a result, it can be 
used for dyspeptic discomfort, gastrointestinal discomforts and 
congestion of the upper respiratory tract. Since chain smokers 

15 normally have a smoker's cough resulting -in congestion of the 
lungs, fennel seed can aid in treating that congestion. One of 
the constituents from the volatile oil expressed from fennel is 
anethol. Anethol has been shown experimentally to reduce 
secretions of the upper respiratory tract (i.e., lungs). 

20 Licorice Root. The major active ingredient in licorice 

root is glycyrrhizin. The glycyrrhizin is responsible for a 
vasopressor response, which is similar to that occurring in 
nicotine. However, while it mimics that response, it also exhibits 
anti-inflammatory and an antitussive effects that is comparable to 

25 codeine in potency. This is due to the derivative 18 Beta- 

glycyrrhetinic acid which prevents smoker's cough. In addition, 
the flavonoids in licorice root have recently been shown to have 
strong antioxidant and anti-hepatotoxic activities. These 



activities will help cleanse the body of the free radicals, and 
other toxic sxibstances generated from smoking. Licorice extracts 
are often used in anti-smoking preparations as a flavoring agent 
to mask bitter nauseous or other undesirable tastes from other 
5 components of the preparation. Licorice can also be used to treat 
stomach irritation arising from nicotine usage. 

In addition to the foregoing, I have found it useful to 
use also blue cohosh^ black walnut husk, chamomile flower, gotu 
kola leaf extract, kava kava root, peppermint, sarsaparilla root, 

10 slippery elm bark, valerian root," bayberry fruit, myrrh, passion 
flower, ginger root and eucalyptus oil. Thus, in my preferred 
embodiment, I use each of these, for the following reasons. 

Blue Cohosh. It has demonstrated ant i- inflammatory 
activity in animals. Blue cohosh can be used for nervous 

15 disorders . 

Black Walnut Husk. Black walnut husk is a blood 
cleanser and oxidizer. It has been shown to be useful in lung 
disease and has strong anti-fungal and antibacterial properties. 
It is a rich dietary source of protein, iodine, chromium, 
20 potassium, manganese, vitamin A and the powerful antioxidant 
vitamin C. 

Chamomile Flower, Chamomile flower has essential oils 
that contain a variety of glycosides, and other important 
constituents and chemically related compounds. Several of the 
25 therapeutic constituents of the volatile oil are chamazulene and 
alpha bisabolol oxide A. Chamazulene has demonstrated anti- 
inflammatory activity, pain relieving, wound healing, 
antispasmodic and ant i -microbial properties. Alpha bisabolol has 
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anti'inf lammatory/ anti-microbial and anti-peptic activities. 
Matricin has been found to have a sufficiently stronger anti- 
inflammatory effect than chamazulene. 

Gotu Kola Leaf Extract. The gotu kola leaves contain. 
5 properties that have been shown to accelerate woxand healing, 

improve memory, relieve fatigue and stress, increase mental acuity 
and improve behavioral patterns. This produces a calming effect 
within the body, thereby relieving the stress associated with 
nicotine withdrawal symptoms. 

10 Kava Kava Root. The active ingredients in kava kava 

root are a group of compounds known as the kavalactones . They are 
recognized for their biological activity as a sedative, anti- 
convulsive and tonic • Additional constituents in kava kava root 
have demonstrated muscle relaxant activity and have been used for 

15 their ability to combat nervous anxiety and unrest. Kava kava also 
has expectorant properties. This allows the heavy smoker to 
expectorate residual mucus from the lungs. 

Peppermint. Peppermint yields a volatile oil that is 
composed mainly of menthol. Menthol has long been recognized as a 

20 cooling agent in topical preparations. Also present are many other 
ingredients, some of which have been characterized to have 
biological activity . One such constituent is bisabolene, which has 
demonstrated to have anti- inflammatory activity. Other 
constituents in peppermint include flavonoids such as hesperetin 

25 and rutin. Also present are tocopherols, carotenoids, choline and 
azulehes. Az'^l^ri® isolated from peppermint demonstrated anti- 
inflammatory and antinuclear effects in experimental animals. 
Peppermint oil is extensively used as a flavoring agent, 



carminative, antiseptic and local anesthetic in cold, cough and 
other preparations. Peppermint and their oils have been used in 
•traditional medicine as a stomachic, stimulant, antiseptic, local 
anesthetic and antispasmodic in. treating indigestion, sore throat, 
5 nausea, diarrhea and colds. 

Sarsaparilla Root. The major component of sarsaparilla 
is a variety of steroids which include sarsasapogenin, smilagenin, 
sitosterol, stigmasterol and pollinastanol, and their glycosides 
(saponins) including sarsasaponin (parillin) , smilasaponin 
10 (smilacin) , sarsaparilloside and 'sitosterol glucoside. 

Sarsaparilla is reported to have hepatoprotective, diuretic and 
anti-inflammatory activity. 

Slippery Elm Bark. The principal constituent of 
slippery elm bark is mucilage- The mucilage has demulcent 
15 (soothing) and nutritive properties. It can sometimes be used to 
soothe irritated lungs. 

Valerian Root. Valerian root has a variety of 
constituents but the major one, valerenic acid, produces a nerving 
or sedative effect. Valerian has CNS depressant activities. As a 
20 result, in states of agitation normally witnessed by smokers 

during withdrawal, this will have a calming effect. It has also 
been shown that in conditions of fatigue, the herb has 
demonstrated stimulating properties. 

Bayberry Fruit. Bayberry fruit has been recognized to 

25 have, a tonic effect. 

Myrrh. Myrrh is reported to have astringent effects on 
mucus membranes. It is often used as a flavor component to mask 
bitter ingredients. It has also been used as a stimulant and 
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expectorant. The expectorant properties will help the smoker 
remove mucus and phlegm from the lungs. 

Passion Flower. Passion flower contains indole 
alkaloids, flavonoids and steroids. The indole alkaloids and 
5 flavonoids have tranquilizing effects. Anxiolytic and hypotensive 
activity has also been reported. 

Ginger Root. Ginger root is used to combat nausea and 
vomiting, which may accompany nicotine withdrawal. 

Eucalyptus Leaf Oil. The leaves contain .05 to 3.5% 
10 oil. The oil consists mostly of eucalyptol (1, 8-cineole) . It is 
used in an anti-smoking formula as an expect oraint to help remove 
mucus from the lungs . 

In irry preferred embodiment of my invention, these 
dietary siibstahces are used as found in CIGSATION^ 100% Natural 
15 Cigarette Replacement System, commercially available from 
Vitamerica, Inc., Cedar Knolls, New Jersey 07927, 
www . vi tamer ica . com . Each of these dietary substances adds to the 
benefit obtained from using lobelia alone. 

in addition to addressing the physical nicotine 
20 addiction, I find it useful to address the smoker's fear of 

excessive weight gain, by using a "weight control product, " a drug 
or dietary substances useful in controlling iinnatural weight gain. 
Such dietaiY substances include chromium, choline, inositol, 
vanadium, gynema sylvestre, lecithin, vitamin B6, ginseng, zinc, 
25 mahuang, kola nut extract, spirulina, and methionine. Several of 
these are known. physiological stimulants, which increase 
thermogenesis in the body and thus promote expending calories. I 



will discuss each in turn, and its usefulness in a weight-control 
product. 

Chromium- What is chromium? It's the mineral that no 
body can afford to be without. Like iron, copper and zinc, 
5 chromium is one of the 16 essential trace minerals the body needs 
to keep healthy and fit. And for people who are overweight and out 
of shape, chromium may be the most precious mineral of all. In its 
biologically active form, it helps insulin to metabolize fat, 
convert protein into muscle, and convert sugar into energy, 

10 Chromium-activated insulin actually increases almost twenty times 
the amount of glucose available for energy production, optimizing 
energy output so that you feel healthy and alive. 

Chromium is the "master" nutrient for controlling blood 
sugar. It helps overcome sugar cravings, which is a problem with 

15 many overweight people. It also plays an important role in 

controlling blood lipids, lowering harmful LDL cholesterol, and 
increasing beneficial HDL cholesterol. 

Research shows that a chromium deficiency may be a 
widespread problem. Many people, such as athletes, diabetics, 

20 mothers and the elderly, are at especially high risk. A lack of 
chromium can impair insulin function, thereby inhibiting protein 
synthesis and energy production. More seriously, it can even lead 
to type II diabetes and heart disease. 

In my preferred embodiment, the chromiiim is a form of 

25 chromium commercially available under the trade* name CHROMIUM 

CHELAVITE^, available from Vitamer ica. Inc. of Cedar Knolls, New 
Jersey. 



The most biologically active form of chromiiim, the true 
GTF chromixim, is the basis for the molecular structure of CHROMIUM 
• CHELAVITE?". Studies on CHROMIUM CHELAVITE"* at a leading Utah 
university have shown that this form of chromium is . clearly 
5 superior to both chromium picolinate and chromium polynicotinate 
in absorb ability. It had an absorption rate that was 53% greater 
than for chromium picolinate and 91% greater than that obsemred 
for chromium polynicotinate. 

Choline. Choline is one of the most beneficial 
10 nutritional supplements- Technically/ it is not a vitamin, even 
though it is essential for h\iman life. There are three major 
functions of choline among humans. It is needed for building cell 
structure, it prevents or minimizes unhealthy fat deposits in the 
liver, and it acts as a precursor to acetylcholine. Acetylcholine 
15 is a neurotransmitter in the brain which -is responsible for nerve 
impulses, memory, learning, mood elevation and depression control. 

Choline has a very positive effect on the health of the 
liver- It is a lipotropic agent (fat eliminator) that can cut away 
fats in the liver to be used instead of energy. Choline aids in 
20 weight loss by facilitating Growth Hormone (GH) releasers, 

controlling cholesterol, and helping control the appetite. It also 
helps reduce the "gut transit time", the amoxint of time it takes 
food to move through the intestines. In addition to helping speed 
food through the system, choline also plays an important role in 
25 the body's ability to metabolize fat and cholesterol. 

Inositol, Inositol is a member of the B complex of 
vitamins. It provides a calming effect, nourishes brain cells, 
helps reduce cholesterol, slows artery hardening, prevents eczema, 



and is needed for hair growth and metabolism. It is found in high 
concentrations in the brain, and serves as a brain cell membrane 
stabilizer . Inositol also helps in lecithin formation, and aids 
the body in the metabolism of fat and cholesterol. 
5 Vanadiiam. A trace mineral like chromium, vanadi\im is 

essential for cellular activity and for the formation of bones and 
teeth. It also inhibits the synthesis of cholesterol and lowers 
certain forms of high blood pressure. It works remarkably well as 
a powerful insulin mimic and has been shown to normalize blood 

10 sugar levels, even in diabetics. 

Gynema Sylvestre, This tropical herb is beginning to 
receive much attention due to impressive results in recent 
studies. Gynema Sylvestre appears to have a positive effect in 
lowering blood sugar levels, especially in diabetics. Research 

15 also suggests that it can help curb sugar absorption. 

Lecithin. Lecithin is part of every single cell in the 
body, but has its greatest concentration in the brain. About 17- 
20% of the brain is made up from lecithin. Lecithin is an 
emulsifier. It is used in the manufacture of chocolate, because it 

20 keeps it liquid and it keeps it moving. Lecithin does the same 

thing for the fat in the human body; it keeps it moving, right out 
of the body , 

Lecithin is a natural diuretic and an effective 
cholesterol reducer. It helps prevent the buildup of cholesterol 
25 on arterial walls, thus improving the circulation of the blood. 
One study that examined 900 men for atherosclerosis (fat deposits 
in the arteries) showed that those with more than 36% lecithin in 



the blood had no atherosclerosis. Those with less than 34% showed 
evidence of the disease. 

Lecithin is also the source of two of the hardest to 
find B-Coinplex relatives, choline and inositol. A major function 
5 of lecithin is to supply choline in the diet. Choline (see entry) 
has the function of breaking down fat deposits in the body. Our 
bodies do not manufacture enough choline . Therefore, we must rely 
upon our food and supplements such as lecithin to make sure that 
we get enough. 

10 Vitamin B6. Vitamin B6 aids in more bodily functions 

than any other single nutrient. It facilitates the body's use of 
carbohydrates, proteins and fats. It promotes mental performance 
by aiding in the transport of amino acids, which are used by the 
brain to increase mental energy and memory. It also promotes the 

15 transport of choline, and aids in the breakdown of glycogen, the 
primary fuel for the brain. 

Ginseng, For centuries, the Chinese have testified to 
the beneficial effects of Ginseng on longevity. Ginseng provides 
stimulation to the entire body, helping to overcome stress and 

20 fatigue. Ginseng can regulate and normalize blood pressure and 
blood sugar levels. It has been called a cure-all and has also 
been claimed to be a mild sexual stimulant. Over all, Ginseng has 
a phenomenal effect on the body's energy level. 

Zinc. Zinc is another important trace mineral that is 

25 used by more than 200 enzymes to keep the body's major metabolic 
systems going strong. In addition to its role in metabolism, zinc 
is a potent antioxidant, profoundly important in enhancing the 



immxine system, stimulating cellular growth, reducing excess levels 
of damaging free radicals, and improving general health. 

Mahuang. Mahuang, also known as ephedra, contains a 
potent alkaloid, ephedrine- This natural stimulant increases the 

5 basal metabolic rate, which helps to burn calories more 

effectively. It has also been used as a remedy for kidney and 
bladder problems, as well as for colds, asthma, and hay fever. 
Kola Nut Extract, This is a natural stimulant that 
increases energy and stamina. It has been found to be very useful 

10 in preventing fatigue. Kola Nut Extract also acts as a tonic agent 
for the heart, and it is sometimes useful in relieving pain, 
neuralgia, and headache. 

Spirulina. This famed blue-green algae contains 
concentrations of nutrients unlike any other single grain, plant 

15 or herb. This super nutrient is a naturally digestible food that 
aids in protecting the immune system, in cholesterol reduction and 
in mineral absorption. It also helps to cleanse and heal, while 
also curbing the appetite. 

Methionine. Methionine is an amino acid that assists 

20 the gall bladder function by helping to synthesize bile salts. It 
is a lipotropic substance that prevents the deposits of and 
cohesion of fats in the liver. It is also reported to be a growth 
hormone releaser. 

It serves as an antioxidant in the brain. It helps 

25 prevent the buildup of heavy metals and plays an important and 
essential role in the production of the brain neurotransmitter 
choline- Methionine is not found in the body. Therefore, it must 
be gotten via food and supplementation. It is also a good source 

9S 



of. sulfur, and its therapeutic lipotropic effects help to 
eliminate fatty substances from the body. 

Each of these dietary siibstances can be found in TRIM * 
SPECIFICS™, available from Vitamerica, Cedar Knolls, New Jersey, 

5 www . vi tamer ica . com . 

Without further elaboration, it is believed that one 
skilled in the art can, using the preceding description, utilize 
the present invention to is fullest extent. The examples I 
discuss here are included as the preferred embodiment of my 

10 invention, and not to further qualify the description - 
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Claims 

I claim: 

1, A method for helping a tobacco smoker to stop smoking, 
said method comprising the steps of: 
5 (A) providing to a tobacco smoker an educational program to 

educate said tobacco smoker's conscious mind, said educational 
program including education both on the disadvantages of smoking 
and on conscious techniques to stop smoking, 

(B) providing to said tobacco smoker at least one hypnosis 
10 program to train said tobacco smoker's subconscious mind to 

discourage said tobacco smoker from performing smoking behavior, 
and 

(C) providing to said tobacco smoker lobelia in an amount 
effective to aid in the reduction or cessation of said tobacco 

15 smoker's craving to smoke tobacco, 

such that said tobacco smoker can be helped to stop smoking, 

2- The method of claim 1, further comprising the step of: 
(D) providing to said tobacco smoker, wood be tony. 

3. The method of claim 2, further comprising : (E) 
20 providing to said tobacco smoker, fennel seed, 

4. The method of claim 3, further comprising the step of: 

(F) providing to said tobacco smoker / licorice root. 

5. The method of claim 4, further con^rising the step of: 

(G) providing to said tobacco smoker, black walnut husk, 

25 chamomile, kava kava root, peppermint, sarsaparilla root, valerian 
root, bayberry root, passion flower, ginger root, eucalyptus leaf 
oil, lecithin, vitamin B6, ginseng, zinc, spirulina, and 
methionine. 



6. The method of claim 1, where said hypnosis program 
comprises prerecorded media useable by said tobacco smoker when 
alone. 

?• The method of claim 1, further comprising the step of: 
5 (D) providing to said tobacco smoker, at least one weight-control 
product . 

8, The method of claim 1 , where the weight control product 
includes at least one stimulant • 

9, The method of claim 8, where the stimulant is selected 
10 from the group consisting of mahuang, kola nut extract, gotu kola 

leaf extract and myrrh. 

10. The method of claim 9, wherein the weight control 
product comprises ^chromium, 

11. A product to aid a tobacco- smoker in ceasing to smoke 
15 tobacco/ said product comprising: ^ 

(A) means for educating said tobacco smoker *s conscious 
mind, said educational program including education both on the 
disadvantages of smoking and on conscious techniques to stop 
smoking , 

20 (B) means for hypnosis to train said tobacco smoker's 

subconscious mind to discourage said tobacco smoker from 

performing smoking behavior, and 

(C) lobelia in an amount effective to aid in the reduction 

or cessation of said smoker's craving to smoke tobacco. 
25 12, The product of claim 11, further comprising: (D) wood 

be tony. 

' 13. . The product of claim 12, further comprising: (E) fennel, 
seed . 



14- The product of claim 13, further comprising: (F) 
licorice root. 

15. The product of claim 14, further comprising: (G) black 
walnut husk, chamomile, kava kava root, peppermint, sarsaparilla 

5 root, valerian root, bayberry root, passion flower, ginger root, 
eucalyptus leaf oil, lecithin, vitamin B6, ginseng, zinc, 
spirulina, and methionine. 

16. The product of claim 11, where said means for hypnosis 
comprises prerecorded media useable by said tobacco smoker when 

10 alone. 

17. The product of claim 11, further comprising: (D) at 
least one weight-control product, 

18. . The product of claim 17, where the weight control 
product includes at least one stimulant. 

15 19. The method of claim 18, where the stimulant is selected 

from the group consisting of mahuang, kola nut extract, gotu kola 
leaf extract and myrrh, 

20. The method of claim 19, wherein the weight control 
product coit5)rises chromium. 



Abstract of the Disclosure 
The inventor discloses a unique, new and useful process to 
reduce tobacco smoking, entitled Stop Smoking Method and 
Composition, consisting of: (1) educating tobacco smokers 
5 regarding smoking, its physiological dangers and addictive nature, 
and techniques to stop smoking; (2) hypnotizing said tobacco 
smokers, and (3) providing dietary substances to address the 
nutritional needs of nicotine addiction and the nutritional 
challenges thereof. 
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- Extensions of time may be available under the provisions of 37 CFR 1.136 (a). In no event, however, may a reply be timely filed 
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be considered timely. ^ * ^ ui 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ^ANDONED (35 U.S.C. § 1 33). 
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Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)EI This action is non-final. 

3) D Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 . 453 O.G. 213. 
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6) S Claim(s) 1-20 is/are rejected, 

7) D Claim(s) is/are objected to. 

8) D Claims are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are objected to by the Examiner. 

11) 0 The proposed drawing correction filed on is: a)D approved b)n disapproved. 

12) 0 The oath or declaration is objected to by the Examiner. 
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13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(aHd). 

a)D All b)D Some * c}\3 None of the CERTIFIED copies of the priority documents have been: 
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2. n received in Application No, (Series Code / Serial Number) , 

3. n received in this National Stage application from the International Bureau (PCT Rule 17,2(a)) 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. & 1 19(e). 
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The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of Ihe manner and process of maldng 
and using it, in such fuW, clear, concise, and exact terms as to enable any person skilled m the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-20 are rejected under 35 U.S.C. 112. first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly^^eoiinected, to make and/or use the 
invention. 

Claims 1 and 1 1 set forth a method in which lobelia is used "in an amount effective to aid 
in the reduction or cessation of said tobacco smoker's craving to smoke tobacco." However, the 
disclosure does not reveal what this amount actually is. In fact, the disclosure does not reveal the 
therapeutically effective dosage amounts for any of the substances disclosed, so the specification 
is non-enabling for all of claims 1-20. Simply making reference to an OTC product, such as 
"Cigsation" or "Trim Specifics" is insufficient to meet the disclosure requirement since OTC 
products do not always label the dosages or contents of the of the substances they contain. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 1-20 are rejected under 35 U.S.C. 101 because the claimed invention lacks 
patentable utility. 

Claims 1-20 are a claimed method in which he craving to smoke is alleged to be reduced 
or ceased by the use of education materials, hypnopsis, and the ingestion of naturally occurring 



Application/Control Number: 09/427,447 
Art Unit: 3712 



Page 3 



substances, such as lobelia. Additional substances, such as wood betony, licorice root, and 
peppermint are also alleged as being therapeutically effective. However, there is no evidence 
that the conabined use of educational materials, hypnosis, and the recited natural substances 
produces a therapeutically effective method for reducing or eliminating a craving for smoking. 
There is no clinical evidence that the combined effects will produce the claimed result. In 
addition, the reference to Schneider et al. (US Pat. 5,414,OQ5) contains a statement in column 3, 
lines 5-9 that orally 'ingested lobeline has never been shown to be therapeutically effective in 
reducing a craving jfor smoking. Since the other required steps of providing educational 
materials and providing hypnosis have also never been shown to be therapeutically effective, 
there is no reason to assume that the combined usage of educational materials, hypnosis and 
lobeline will be therapeutically effective. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C- 102 that forrrl the 
basis for the rejectioiis under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention \vas patented or described in a printed publication in this or a foreign eounlrjr or in public use-or on 
sale: in this country, more than one year prior to the date of application for patent in the United^r^iates. 

Claims 1-20 W rejected under 35 lG2(b) as being anticipate<$ by adnfftedjprior 

art to Vitainerica Inc L 

Applicant's disclosure admits (page 5, para 4) that lobeline is utilized in a known prior art 
ingestible product knbwn as **Cigsation"* Applicant's disclosure (page 26, pai^a 2) admits that all 
the remaining claimed substances are contained in a known prior art ingestfble product c 
"Trim Specifics'*. Applicant's disclosure further admits (page 11, para 4) that the hypnosis; and 
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education steps are contained in a known prior art tape program called "Smoking Cessation", 
All of these products are available from a common source, known as Vitamerica Inc., and are 
availalble on the intjemet at www.vitamerica.com . Since each of these products derives from a 
common source, it is reasonable to presume that they are intended to be used together in a 
method for addressing a smoking addiction. 

Any inquiry; concerning this commimication should be directed to Sam Rimell at 
telephone number (703) 306-5626. /J 
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Primary Examiner 
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37 CFR §1.2 Business to be transacted in writing. 
All business with the Patent or Trademark Office should be transacted in writing. The personal attendance of applicants or their attorneys or agents at the Patent and 
Trademark Office is unnecessary. The action of the Patent and Trademark Office will be based exclusively on the written record in the Office. No attention will be paid to 
any alleged oral promise, stipulation, or understanding in relation to which there is disagreement or doubt. 



The action of the Patent and Trademark Office cannot be based exclusively on the written record in the Office if that record is itself 
incomplete through the failure to record the substance of interviews. 

It is the responsibility of the applicant or the attorney or agent to make the substance of an interview of record in the application file, unless 
the examiner indicates he or she will do so. It is the examiner's responsibility to see that such a record is made and to correct material inaccuracies 
which bear directly on the question of patentability. 

Examiners must complete an Interview Summary Fonn for each interview held where a matter of substance has been discussed during the 
interview by checking the appropriate boxes and filling in the blanks. Discussions regarding only procedural matters, directed solely to restriction 
requirements for which interview recordation is othenwise provided for in Section 812.01 of the Manual of Patent Examining Procedure, or pointing 
out typographical errors or unreadable script in Office actions or the like, are excluded from the interview recordation procedures below. Where the 
substance of an interview is completely recorded in an Examiners Amendment, no separate Interview Summary Record is required. 

The Interview Summary Fomi shall be given an appropriate Paper No., placed in the right hand ponion of the file, and listed on the 
"Contents" section of the file wrapper. In a personal interview, a duplicate of the Fonn is given to the applicant (or attorney or agent) at the 
conclusion of the interview. In the case of a telephone or video-conference interview, the copy is mailed to the applicant's correspondence address 
either with or prior to the next official communication. If additional correspondence from the examiner is not likely before an allowance or if other 
circumstances dictate, the Fonn should be mailed promptly after the interview rather than with the next official communication. 

The Fomn provides for recordation of the following information: 

- Application Number (Series Code and Serial Number) 

- Name of applicant 

- Name of examiner 

- Date of interview 

- Type of interview (telephonic, video-conference, or personal) 

- Name of participant(s) (applicant, attorney or agent, examiner, other PTO personnel, etc.) 

- An indication whether or not an exhibit was shown or a demonstration conducted 

- An identification of the specific prior art discussed 

- An indication whether an agreement was reached and if so. a description of the general nature of the agreement (may be by 
attachment of a copy of amendments or claims agreed as being allowable). Note: Agreement as to allowability is tentative and does 
not restrict further action by the examiner to the contrary. 

- The signature of the examiner who conducted the Interview (if Forni is not an attachment to a signed Office action) 

It is desirable that the examiner orally remind the applicant of his or her obligation to record the subistance of the interview of each case 
unless both applicant and examiner agree that the examiner will record same. Where the examiner, agrees to record the substance of the interview, 
or when it is adequately recorded on the Form or in an attachment to the Fomn. the examiner should check the appropriate box at the bottom of the 
Form which infomns the applicant that the submission of a separate record of the substance of the interview as a supplement to the Fomn is not 
required. 

It should be noted, however, that the Interview Summary Fomn will not nomnally be considered a complete and proper recordation of the 
interview unless it includes, or is supplemented by the applicant or the examiner to include, all of the applicable items required below concerning the 
substance of the interview. 

A complete and proper recordation of the substance of any interview should include at least the following applicable items: 

1) A brief description of the nature of any exhibit shown or any demonstration conducted, 

2) an identification of the claims discussed, 

3) an identification of the specific prior art discussed, 

4) an identification of the principal proposed amendments of a substantive nature discussed, unless these are already described on the 
Interview Summary Fomn completed by the Examiner, 

5) a brief identification of the general thrust of the principal arguments presented to the examiner, 

(The identification of arguments need not be lengthy or elaborate. A verbatim or highly detailed description of the arguments is not 
required. The identification of the arguments is sufficient if the general nature or thrust of the principal arguments made to the 
examiner can be understood in the context of the application file. Of course, the applicant may desire to emphasize and fully 
describe those arguments which he or she feels were or might be persuasive to the examiner.) 

6) a general indication of any other pertinent matters discussed, and 

7) if appropriate, the general results or outcome of the interview unless already described in the Interview Summary Fomn completed by 
the examiner. 

Examiners are expected to carefully review the applicant's record of the substance of an interview. If the record is not complete and 
accurate, the examiner will give the applicant an extendable one month time period to correct the record. 

Examiner to Check for Accuracy 

If the claims are allowable for other reasons of record, the examiner should send a letter setting forth the examiner's version of the 
statement attributed to him or her. If the record is complete and accurate, the examiner should place the indication, "Interview Record OK" on the 
paper recording the substance of the interview along with the date and the examiner's initials. 
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Inventor 
Serial No. 
Filing Date 
Title 

Group Art Unit 
Examiner 



: 2166 

: Samuel RIMELL, Esq. 



: Alexander Goen SZYNALSKI 

: 09/427,447 

: 27 Oct 1999 

: Stop Smoking Methods 



Assistant Commissioner of Patents 
Washington, DC 20231 



AMENDMENT 

Please amend pending claims 1 and 11 to read 

I. A method for helping a tobacco smoker to stop 
smoking, said method comprising the steps of: 

(A) providing to a tobacco smoker an non- 
conditioning, educational program to educate 
said tobacco smoker's conscious mind, said 
educational program including education both on 
the disadvantages of smoking and on conscious 
techniques to stop smoking, 

(B) providing to said tobacco smoker at least 
one hypnosis program to train said tobacco 
smoker's subconscious mind to discourage said 
tobacco smoker from performing smoking behavior, 
and 

(C) providing to said tobacco smoker lobelia an 
anti-smoking drug in an amount effective to aid 
in the reduction or cessation of said tobacco 
smoker's craving to smoke tobacco, 

such that said tobacco smoker can be helped to 
stop smoking. 

II. A product to aid a tobacco smoker in ceasing 
to smoke tobacco, said product comprising: 

(A) means for educating said tobacco smoker's 
conscious mind, said educational program 
including non- conditioning education both on the 
disadvantages of smoking and on conscious 
techniques to stop smoking, 
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(B) means for hypnosis to train said tobacco 
smoker's subconscious mind to discourage said 
tobacco smoker from performing smoking behavior, 
and 

(C) loboliQ — an anti-smoking drug in an amount 
effective to aid in the reduction or cessation 
of said tobacco smoker' s craving to smoke 
tobacco. 



clean copy of claims 1 and 11 thus read: 

I. A method for helping a tobacco smoker to stop 
smoking, said method comprising the steps of: 

(A) providing to a tobacco smoker a non- 
conditioning, educational program to educate 
said tobacco smoker's conscious mind, said 
educational program including education both on 
the disadvantages of smoking and on conscious 
techniques to stop smoking, 

(B) providing to said tobacco smoker at least 
one hypnosis program to train said tobacco 
smoker's subconscious mind to discourage said 
tobacco smoker from performing smoking behavior, 
and 

(C) providing to said tobacco smoker an anti- 
smoking drug in an amount effective to aid in 
the reduction or cessation of said tobacco 
smoker's craving to smoke tobacco, 

such that said tobacco smoker can be helped to 
s;top smoking. 

II. A product to aid a tobacco smoker in ceasing 
to smoke tobacco,, said product comprising: 

(A) means for educating said tobacco smoker's 
conscious mind,. said educational program 
including non-conditioning education both on the 
disadvantages of smoking and on conscious 
techniques to stop smoking, 

(B) means for hypnosis to train said tobacco 
smoker's subconscious mind to discourage said 
tobacco smoker from performing smoking behavior, 
and 
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(C) an anti-smoking drug in an amount effective 
to aid in the reduction or cessation of said 
tobacco smoker's craving to smoke tobacco. 

Please withdraw the previous cancellation of claims 1 , 8, 

17 and 18. Please add new claims 21-24: 

21. The method of claim 1, wherein, said anti- 
smoking drug is an antidepressant. 

22. The method of claim 21, wherein said 
antidepressant is lobelia. 

23. The product of claim 11, wherein said anti- 
smoking drug is an antidepressant. 

24. The product of claim 23, wherein said anti- 
depressant is lobelia. 



REMARKS 

Claims 1, 6, 11 and 16 are pending in the 

application. Claims 1 and 11 stand rejected in light of 

Cooper at ai. 

Claims 1 and- 11 

Amendments are made to elements (A) and (C) . 

Element (A) - ''an educational program'' ' 

Cooper cannot anticipate claims i and 11 because 

Cooper fails to teach an essential claim element. 

The claims require three elements: "(A) 

education...; (B) hypnosis, to use the unconscious mind to 

stop smoking; and (C) nutritional supplements addressing 

the nutritional challenges with regard to stopping 

smoking." Specification at 1. These three elements act 

on ''the conscious mind, the unconscious mind, and the 

body ." Id. 
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The unconscious mind is programmed using 
repetition of stimuli, to take the subject toward pleasure 
and away from pain. Id. at 7. The Specification 
discusses numerous methods for programming the 
unconscious, id. at 7-10. Methods of programming the 
unconscious mind are referred to as "hypnosis." In the 
preferred embodiment, such hypnosis involves, for example, 
negative conditioning. Id. at 8. ("hypnosis focuses on 
interrupting 'conditioned responses' generally, and 
specifically, on interrupting the response to smoke") . 

Conditioning is "A process of behavior 
modification by which a subject comes to associate a 
desired behavior with a previously unrelated stimulus." 
American Heritage Dictionary (2000) (available at 

www.dictionary. com) . Conditioning was discovered by I. P. 
PAVLOV, who trained dogs to perform an unconscious 
response (salivation) in response to an unrelated stimulus 
(a bell) . Qn-Line Medical Dictionary (12 Dec 1998) . 

Cooper teaches a "negative conditioning" 
apparatus. Conditioning is a method of programming 
unconscious response. It is not an educational program 
for the conscious mind. The claims have been amended to 
clarify that "conditioning" is a type of hypnosis, not a 
type of education - 
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Element. (C) - ^^lobelia^^ 

Element C is broadened to encompass equivalents 

of lobelia literally. 

The Specification teaches that lobelia is an 
antidepressant acetylcholine receptor binder. 

Specification at 13-15. The Specification teaches other 
examples of antidepressants, id. at 18 (gotu kola extract; 
kava kava root) . 

It is known in the art that antidepressants can 
be used as stop-smoking drugs. For example, buproprion 
hydrochloride is sold as both an antidepressant 
(commercially available under the trademark WELLBUTRIN® 
from Glaxo-Wellcome Inc., Chapel Hill, North Carolina) and 
a stop-smoking drug (commercially available under the 
trademark ZYBAN® from Glaxo-Wellcome Inc., Chapel Hill, 
North Carolina) . Physicians^ Desk Reference at 1277 et 
seq. (1999), Antidepressants "produce[] a calming effect 
within the body, thereby relieving the stress associated 
with nicotine withdrawal symptoms." Specification at 18, 
lines 8-9. This probably explains why individuals 

quitting smoking feel better when taking an anti-smoking 
drug. Id. at 15, lines 12-14, 

Accordingly, element (C) is broadened to 
encompass stop-smoking drugs generally, and dependent 
claims' 21-24 are added to recite lobelia specifically. 
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Claims 1, Q, 11 and 18 

These claims were previously rejected as 

allegedly non-enabled under Section 112, first paragraph. 
The claims were then withdrawn based on the understanding 
that the remaining claims would proceed to prompt 
allowance. The 24 Oct 2001 Office Action moots the reason 
to have withdrawn these claims. 

These claims comply with 35 USC 112. Claims 7 
and 17 recite "at least one weight-control product." 
Claims 8 and 18 require the weight control product to 
include a stimulant. 

Weight control products ("anorexants") , the use of CNS 
stimulants as such, and the therapeutically effective 
amounts, are known nearly universally in the United 
States. See e.g., The Merck Manual at 2492-93 (1987) 
("CNS stimulants are used to ... suppress the appetite. *** 
The failure of most obese patients to lose weight 
satisfactorily by attempting to decrease food intake alone 
has led to widespread use of anorexants. Amphetamine and 
related compounds ... are most effective for the first 3 to 
6 wk."). CNS stimulants which are used as anorexants in 
include amphetaminil , benzphetamide , chlorphentermine , 
clortermine, dextroamphetamine sulfate, diethylpropion, n- 
ethylamphetamine, mazindol, methamphet amine, and others. 
See The Merck Index (1996). The Specification need not 
disclose subject matter already common knowledge in the 
art. 
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SUMMARY 

All pending claims are believed patentable over 
the art. Prompt allowance is respectfully requested. 
Respectfully Submitted, 




-k POHL, Reg. No. 35,325 
\J September 2001 

Pharmaceutical Patent Attorneys 

55 Madison Avenue, 4^*^ floor (P 4014) 

Morristown, NJ 07960-6317 U.S.A. 

Direct S +1 (973) 665-0275 
Licensinglaw@juno. com 



Enclosures : 

Physicians' Desk Reference (1999) select pages 
Merck Index (1995) select pages 
Merck Manual select pages 
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DieiJiylpropionj 5775 ^ 

Diphemethoxidine, 5562 . 
« /V-Ethylamphetaminc, 5509 

Fenbutrazate, 4005 

Fehifluramine, 4075 ■ ■ 

Fenproporex, 405d 

Furi'urylmethylaimphetanuhe. 4327 

Levoplkacetopcrane, 5495 

Mazindol. 5507 ■ . - 

Mef enore3t;'5545 ; - . ■ . , 

MetamfepramOne; 5954 
mMethamphetaminei (5075 

Norpseudoephedrine, 6577 

Pentorex, 7275 ' > : ' 

PhendimetrazinCi 7565 : 

Phenraetrazihe. 7555 . 

Pheiitermine, 7475 ; 

Phenylpropanolamine Hydrochlo- 
ride, 7457 o.. : - . 

Piciloiex. 7557 r ; . 

Sibutramine, 5529 



ANTACID 

Ale>;itol Sodium, 252 . ' . 
Ahnagate, 307 
Aluminum Hydroxide, 555 
Aluminum Magnesium Silicate, 

W V. •- y ■ . ; . ■ 
Aluininuin" Phosphate, 577 
Azulene, 956 

Basic Aluminum Carbonate Gel, 

7055 ■ . - 

Bismuth Alummate, 7295 
' Bismuth Phosphate, 7575 
Bismuth Subgallatc, 7525 
Bismuth Submtrate,:7525i. 
Calcium Carbonate, 7597 : 
Dihvdroxyaluminum'Aminoacetate, 

3227 : 
Dihydroxyaluminum Sodium 

Carbonate, 5225 
Ebiiaar, 3535 
Magaldrate, 5655 . - 
Mag,ne5ium Carbonate Hydroxide, 

5696 

Magjiesium Hydroxide, 5706 
Magnesium Chcide, 5775 
Magnesium Peroxide. 5777 
Magnesium Phosphate, Tribasic, 
5720. , - , . 

Magitesium Silicates. 5727 
Potassiimi Citrate, 7785 ' 
Sodiuni Bicarbonate, 5725 ' 



ANTHELRflNTIC (CESTODES) 

Areooline, 575 
Aspidin, 557 
Aspidiiiol, 552 * ' 
DicliloroiAeii(e). 5720 
EmlwUn. 5595 
Kosin, 5555 
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|cyclane, 1060 
jienone, 375B . 
l^tbfarone, 3975 



.^REGULATOR 

W^^ohJ677 ' . ' 
@tfatoniQ,.itfiSO'.' 

**Sdiotachysterol 3223 . 
' n,3578 ; 
|aybne» 5£?P() , 
ptjiyroid Honnone, 7168 
nparatide Acetate. 9309 

fSciPPLEMENT sei Replin- 

m^'^ ■ ■ • ■■. 

MCHEMOTHERAPY see 

PROTECTANT 

If^iiNHYDRASE INHIBI- 
W^iso Antiglaucoma; Diuretic 

iide.50 . 
Slbkinide, 75-^5, 
3^1ioiphcnamide, 5727 
jolamide. 5-^54 . : 
molamide, 3507 ; - 
"nlthiazide. ^774 
olamide, 60J7 



DEPRESSANT (ANTIAR. 
iiC) jtfe Antiarrhythmic 

fUine,22 
|digitoxins» 90 . 
no^picoVmc, 486 . 
mt, 634 
il Hemisuccinatc, 7070 
jjaiesine. 7752 
'IBot^de, 7752 
patoxin, 2575 - 
' \,2830 
ioj^a^n^, 2943 
' \6sidt,2967 . 
\.3200 
3202 
3206 
1, 3270 
16,3455 

1,3457:' , 

3479. 
i. 3452 
, 3627 
ihleine,3725 . ... 
recline. 3995 
4437 

,4447 ■ . 
;yamine, 4505 T 
1014691 
'1^,4807 
4927 

1,5355 ■> . 
.5605 
6284 . 
6559 
in, 5953 



Ouabain, 703 1 \ 
Oxyfedrine. 7096 
Pimobendan, 7588 
Prenalterol, 7977 
Proscillaridin, 5050 
Resibufogcnin, 5375 
Scillaren. 8543 
Scillarenin, 5544 
Strophanthin, 9075 
Sulmazole, 9759 . . 
Theobromine, P475 
Vesnaririone,. 70705 
Xamoterol, 70759 



CATHARTIC see Laxative/Cathartic 



CATION-EXCHANGE RESIN see ion- 
exchange Resin ' = ; 



eCK ANTAGONIST 

Loxiglumide, 5575 
Prpglumide, 7955 



CENTRAL STIMULANT see CNS Stint- 
ukmt 



CEREBRAL VASODILATOR see Vaso- 
dilator (Cerebral) 



CHELATING AGEN j , 

Deferoxamine, 2974 
Ditiocarb Sodium, 3443 
. .Edetate. Calcium Disodium, 3555 . 
Edetate Disodium, 3555 . - 
Edetate Sodium,' 3557 
Edetate Trisodium, 3558 
Penicillamine, 72/4 ■ 
Pentetate Calcium Trisodium. 7265 
Pentetic Acid, 7266 
Succimer, 9034 . 
Trientine, 9796 



CHOLECYSTOKININ ANTAGONIST 
see CCK Antagonist 



CHOLELITHOLYTIC AGENT 

Chenodiol, 2096 
Methyl /crr-Butyl Ether, 5777 
Monoctanoin, 6335 

Ursodiol, 70025 CNS STIMULANT 



CHOLERETIC 

Alibendol. 243' 
Anethole Trithion, 553 
Azintamide, 945 . 
Cholic Acid, 2258 
Cicrotoic Acid,. 2327 
Clanbbutin, 2395 
Cyclobutyrol, 2784\ 
Cyclovalone, 2523 ,< 
Cynarin(e), 2535 
Dchydrocholic Acid, 2922 
Dcoxycholic.Acid. 2946 
Dimecrotic Acid, 3245 
a-Ethylbenzyl Alcohol, 3575 
Exiproben, 3959 
Febuprol,3955 
Fencibutirol, 4009 
Fenipentol. 4075 



Horantyrone, 4743' ' 
Hymecromone, 4903 
Menbutone„5575 ' 

3- (o-Methoxyphenyi)-2-phcnyl- 
acrylic Acid. 5550 

Mctochalcone, '5225 
Moquizone, 53-^7 ' 
Osalmid, 7075 
Ox Bile Extract, 70i52 . 
4,4'-Oxydi-2-butanol, 7094. 
Piprozolin. 7639 

4- Salicyloylmorpholine, 5455 
Sincalide, 5559* 
Taurocholic Acid. '9242, 
Tocamphyl, 9530. 
Trepibutone, 9775 
Vanitioiide, 70077 ' : 



CHOLINERGIC 



Aceclidine see 8266 
Acetylcholine Bromide, 57 
Acetylcholine Chloride, 55 
Aclatonium Napadisiiate, 775 
Benzpyrinium Bromide, 7753 
Bethanechol Chloride, 7232 
Carbachol, 7523 
. Caipronium Chloride, /973 , 
Demecarium Bromide, 2935 
Dexpanthenol, 2955 
Diisopropyl Paraoxon^ 3242 
Echothiophate Iodide, 3549 
Edrophonium Chloride, 3562 
Eptastigmine, 3572 
Eseridine; 3740 
Furtrethoniuiri; 4334 
Isoflurophate, 5792 
Methacholine Ghlori.ie, 6003 
Muscarine, 5359 - 
Neostigmine; 5553 
Oxapropanium lodid s, 7056 
Physostigniine. 7540 
, Pyridostigmine Bromide, 5/57 
Xanomeline. 70790 



CHOLINESTERASE INHtBTTOR 

Ambenonium Chlori<ie, 395 
Distigmine Bromide, 3426 
Eptastigmine, 3672 
Galanthamine, 43^7 

CHOLINESTERASE REACTIVATOR 

Asoxime Chloride, 570 
Obidoxime Chloride, 5535 
Pralidoxime Chloride, 7554 . . 



Therapeutic Category and Biological Activity Index 



Amineptine, 429 
Amphetamine, 523 

— Amphetaminil, 524 
: Bemegride, 7054 

— Benzphetamine, 115 J 
Brucine, 7475 
Caffeine, 7574 - 

— Chlorphentennine. 2235 

— Clortermine, 2472 
Coca. 2575 
Deanol, 2900 
Demanyl Phosphate. 2935 
Dexoxadrol see 3352 ■ 

— Dextroamphetamine Slulfate, 2996 
-Diethylpropion, 3775 

— A^-Ethylamphetamine, 3809 
Ethamivan, 3765 . . ' . 
Etifelmin, 3979 ■ 
Etryptaminc, 3937 
Fencamfamine, 4006 
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CNS STIMULANT {continued) 

FenethyUine, 407^ 
Fenozolpnc, 4025 
Hurothyl,4^i6' 
Hexacyclonate' Sodium. 4777 
Homocamfin, 476S 
^Mazindol, 5507 " 
Mefexamide, 5844 

— Methamphctamine, 60J5 . 
Methylpnenidate, (5756 
Modafiml,6J7/ 
Nikethamide, 6635 
Pemoline, 7206 
Pcntylenetetrazolc, 7255 

— Phendimetrazine, 7365 

— Phcmnctrazinc, 7555 

— Phcntcnni'ne, 7475 
Picrotoxin. 7570 
Pipradrol, 7<555 
Prolintanc, 7964 
Pyrovalerone, 5794 



COGNITION ACTIVATOR see 
Nootropic 



CONTRACEPTIVE (INJECTABLE) 

Medroxyprogesterone, 5555 
Norethindrone»*'57P0 ; 



CONTRACEPTIVE (ORAL) 

Dcsogestrel, 2977 
Ethinyl Estradiol, 5750 
EthynodioU 3905 
Gestodene, 4427 
Lyncstrenol, 5659 
Mestranol, 5976 - ' 
Norethindrone, 6790 
'Norethynodrel, 5797 
Norgestimate, 6796 
Norgcstiel. 6797 



CONTROL OF INTRAOCULAR 
PRESSURE see also Antiglaucoma 

Apraclonidine, 797 



CONVERTING ENZYME INfflBITOR 
see ACE-InhibUor 



CORONARY VASODILATOR see 
Vasodilator (Coronary) 



CYTOPROTECTANT (GASTRIC) see 
also Antiulceraiive ' 

Aceglutamide Aluminum Complex 

see 25 
Acetoxolone, 76 . > 
Benexate Hydrochloride, 4065 
• Carbenoxolonc; 7559 - 
Cetraxate. 2057 . • 
Guaiazulenc, 4557 
Irsogladine, 5775 
Plaunotoli 7692 ; . 
Polaprcizinc. 7772 ^ . 
RebamipidCi 52P5 ■ 
Sofalcone, 5550 
Spi2:ofurone,5975 
Sucralfate. 9049 , 
Teprenone, 9296 
Troxipide. 9927 
Zolimidine, 70520 



DEBRIDING AGENT 

CoUagenasej 2544 
Deoxyribonuclease l, 2953 
Papain, 7745 . 



DECONGESTANT 

Amidephrine, 475 
Cafaminol. 7677 
Cyclopentamine, 2505 
Ephcdrine, 3645 
Epinephrine, 3656 
Fenoxazoline. 4025 
Indanazoline, 4967 
MetizoUne. 6225 
Naphazoline. 6455 
Nordcfrin Hydrochloride, 6755 
Octodrine, 6554 ' 
Oxymeiazoline. 7700 
Phenylephrine Hydrochloride. 7440 
Phenylpropanolamine Hydro- 
chloride. 7467 
Phenylpropyhnethylamine, 7462 
Propylhexedrine, 5045 
Pseudoephedrine see 3641 
Tetrahydrozoline, 9555 
Tramazoline, 9702 
Tuaminoheptane, 9954 
Tymazoline, 9965 ■> - • 

XylometazoUne, 70279 



DEPIGMENTOR 

Hydroquinine. 4552 
Hydroquinonc. 4555 
Monobcnzohe, 6557 



DERMATITIS HERPETIFORMIS 
SUPPRESSANT 

Dapsone, 2555 
Suffapyridine. 9705 . : 



DUGNOSTIC AID 

Atsactide. 522 

Americium, 470 
, /7-Aminohippuric Acid, 462 . , 

Ariazolcne Sodiiiin. 669 . 

Arbutamine, 577 

Arginine, 577 

Bentiromide, 7057 

Betazble; 7250 - ; . 

Ceruletide, 2048 
7 Golfosceril Palmitate, 2540 

Congo Red. 2562 

Dexamcthasone, 2986 

Edrophonium Chloride, 3562 

Evan*s Blue, 3952 

Fluorescein, 4794 , . 

Galactose, 4555 

Glycerol, 4495 

Histamine. 4756 

Indocyanine' Green, 4992 

Inulin. 5024 

lodinatcd Serum Albumin we 5675 
Isosulphan Blue see 9 J 61 
Mannitol. 5755 ' 
Merisopn)l Kg J97. 5959 
Methacholine.Chloride, 6003 
Metyrapone, 6246 
Oleic Acid. 6965 
Penicilloyl Polylysine, 7233 
3-Pentadecylcatechol. 7244 
Pentagastrin, 7250 
Phenolsulfonphthalein. 7397 
Phenoltetraehlorophthalein, 7595 
Phentolaminc, 7477. 
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Piperoxan, 7657 
Porfimer Sodium. 775. 
Rose Bengal. 842h<'r 
Saralasin, 5575 * ' 
Sodium Benzoateri 
Sodium Chromate(>. 

active^ see 8745 ..^vji 
Sodium Iodide, Ra(^ 
Sulfobromophthalein;! 
Teriparatide Apet^?°' 
Tolonium Chlipride;^^^^ 

TSR9957 

Tubioculih.- 9957 •■■■-g^ 
Tubocurarine Oilondc^| 
Vitamin B, 2, lUdiaack^ 
Xylose. 10220. '"-^''^ 



DIAGNOSnC AID (CON^R 
'AGENTl 

Gadodiamide, 4345,\'^M. 
Gadopentetic Acid, 4^;^; 
Gadotcridol.:4545^^ifl* 
Perflubron. 7299 -^M^ 



DIAGNOSTIC xmX^M 

IMAGmG AGENT) 

Butl^d^onic Add C^.™ 
,--^c see 15^6^^^ 
DiS(>fehm Complexi^ 
, ' "Wci« 5-^52'^, 
Exametazime Compli^^, 

^'^c see -3957^^.^!^ 
FludeoxyghicoseFi^i^ 
Iob<;nguane, 5627:ip^ 
lofetamine '^I, 506^ 
Lidofenin Complex 

5506 ■■•w.-r::^i 
Meiironic Acid Cbi 

^"^c see 5837 rm 
Oxidronic Acid;<^m5i 
V ^^'TTc see 707j^:i:^^ 
Panitdronic Acid Cpmpj 

**^c see 7J35 ■ -ff 
Pentetreotide Chelat^ 

7767 .-Mi 
Satiamomab Pcndetio?! 

S530 ■■■ '--V'^IIM 
Sodium Pertechneta^ 
Sodium Phosiphfite ' 

5507 
Stannous 

\vith ^'^c see^i 
Su<«imer Compie* 

9034 •■^•^^-i.^ 
Te<;hnedum,'9256:?>^| 
-r- TetJmetium^'iTc^ii 
Te<:hnetium ^c J 
Technetium '^cS 
Te<;hnetium^c^] 

<>260 v';W^ 
Tetrofosmin Compl^ 

i:ee9383 ■ 
'^^Xtnon see J0206^m 

DL^GNOSTlCATOtifl 
MEDRIM) 

Acetrizoate SodiunftJ!?^ 
Barium Sulfate;f'7£^^ 
Bunamiodyl S6ditfi#^ 
Diiitrizoate SbdiiHnifS 
Etluodizcd Oii^37m 
lolienzamic Acictijffi^ 
Ioc:annic Acid, 502^^ 
Ioc«tamic Aciid, 5d|C^ 
lodipamide. 504d-^M^^ 
lodixanol, 5044 .' 
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GLAXO WELLCOME INC71277 



jboSAiC^ AND ADMINISTRATION 
'^CAUTIOM^ RAPID OR BOLUS INTRAVENOUS AND INTRA- 
^MUSCULAR OR SUBCUTANEOUS INJEpnON MUST BE 
' 'AVOIDED. Therapy 3hbuid be initiated as' early as possible 
^ttllowing onset of signs and symptoms: For dia g hosis— 
ioo lWDlCATIOWS. ^ ' ' 

- bosagd: Herpes Simplex Infectlbhsi Mucosal and Cittane- 
^^ 0(15 Herpes Simplex (HSV-1 and HSVS) Infections ih tmmu- 
vhwompremHed Pa^entsi 5 mg/kg iniuaed at a constant 
i^te over 1 hour, livery 8 hours (16 mgflsg/day) fbr Tdays in 
Jidult patients' With jiormal renal function; bi pedidtric pa- 
Ttients under 12=yeaiB of age, more acciufate dosing can be 
j^ttained- by infusing 250 at a constant rate over 1 

o^:hdur, every 8 hours (75a ragjta^/day) for 7 d^. ' 
^gSever^ tnMal Cllnl&il Bpisodes of Herpes Genitalis: The 
^f^me dose given abOV€H-«dminiatered for 5 days, 
^Herpes Simplex Encephalitis: 10 mgfltg infused at a con- 
<:etant rate over at least 1 hour, every 8 hours for 10 days. In 
i?ripediatric patients between 6 months and 12 years of age, 
liiiore adcurate -dosing is achieved by ihflising 500 mg/m^, at 
ia^o^ant' rate' over at' least 1 hour, every 8 hourd for 10 
fidays; : ■■ '1' ']'■''' ■ •'■ '' , 

i^ricelia Zostet Infections: Zoster In Immunocompromised 
fpktleriis: '10 bij^kg infused at a constant rate over, 1 hour, 
:' %7^8 hours for 7. days in adult']^ents with normal renal 
i -Mriibh, In pediatnC patients imd^r 12 years of age, equiV- 
I'Si&t plasma concentrations are attained by infusing 500 
'.ty^agte^iti' constant rate 6v^ at least 1 hour, every 8 hours 
#fe. 7 day8. Obese patients should be dosed at 10 mg/kg (Ide- 
'^fal^Btody We^t). Am^^ doiie equivalent to 500 mgte 

S^ljours should not be exceeded for any patient, 
MfitiMts wHh Acute 6r Chronic Renal Impairment: Rfefer to 
IppiSAGE . AND ADMINISTRATION section for recow- 
i^nded doses, and adjust the dosing interval as in(?icated in 
'Wtiable below. ; !' ■ 



. ■ C . ^:Dosing 
ipreatinine Clearance. : .Percent of . , Interval, 
;Cii2itoin/1.73 m*). r ..ReconmendedDose.. (hours) 




^Hemodialysis: for patients wHb^quiredialysis, the mean 
5:i>lasma haifrlife of acyclovir during hemodialysis is apprbx- 
fi.5i&ately 5 hours.' "niis results in a 60% decrease in plaanaa 
pconcentrations following a 6-hour dialysis period. Therefore, 
teihe patient's dosing schedule, should be adjusted so that an 
^^'^^tional dose i8;admimstered after each dialysis. 
;fj?terf(toh6»/.^b^^^ dose appeaura to be 

Snecisssary aifter ' 
ijS/lothod rt Pr^wratlon: . Each 10-mL vial contains acyclo- 
Wwiiuxa: eqw^ ^ 500 mg of acyclovir^ Each 20-niL 
^^-Icontains acyclovir sodium equivalent to 1000 mg of acy- 
,„/ir. the contents of the vial should >e dissolved in .Sterile 
%ater for Iiyection as follows: 



? ■ CJontcnU of Vial 


Amount of DUuent 


l^' 500 mg 


: : . .10 mL 


- ' lOtKimg 


20 mL 



^ resulting solution in each case contains 50 mg acyclovir 
'^mL (pli ai>pioxWtely 11). Shake lOie vi^ well to assure 
?^iplete dissolution before measuring and transferring 
" W individual :d^^^^ 00' NOT ,USE BACTERIOSTATIC 
'3feR FOE INJECTldN CjONTAINING BENZYL ALCO- 
|B[^OjEtEARAB|!l;re:;^ ' 
"^^i^lni^tration: .The calculated dose sJiould then.be re- 
rtSfed and added-tp any Appropriate. intrave?ious solution 
Sa volume selected for aiinisteation, during, each 1-hour 
^ftision. infusion wncentrations of approximately 7 mg/mL 
%|(nyer are reco^unended. In. dinical studies, the average 
-^itkgj adult received between 60 and . 160 mL . of .fluid per 
iSfe. Higher concentrations Ce.g'., 10 mg/mL) may produce 
'^ebitis or inflammation at the injection site upon inadyer- 
b^t extravasation. Standard, commercially available elec- 
' iSi tod-gruccse solutionS'are' suitable for intravenous 
.Mgtfation; .biologic or colloidal fluids (e.g.» blood prod- 
S|j;]^iotein solutions, etoJ) are not recominended. - ~. ? 
SS6^iii''Solutabn iii'the vial at a iwncentration of 50 mg/mL, 
"e'drUg 'should- be used within la hours.Onco diluted for 
aistration, each dose should be used within 24 hours. 
*9uiger4ti6n?of reconstituted! solutions may result in for- 
:M(to'iof a -predpitate wh^ at room 

m]^israture.' ' ■•• 



20-mL sterile vials, each containing acyclovir sodium equiv- 
alent to 1000 mg of acyclovir, tray of 10 (NDC 0173-0952- 
01). 

Store at 15» to 25«C (59- to 77*a 
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ZYIJAN (bupropion 




VIA*,, uoMsw-jwfiE*, selective serotomn re-uptake inhibitor, a 
other known antidepressant agents. Its structure dosely re 
senibles that of <hethyipropion;:it is related to phenylethy 
lamines. Itiis (^)-l-<3:chlorQphenyl)-2-[(ia-dimethyleth 
yDiuninoM-propanone hydrochloride. The molecular wei^ 
is 276.2. .The molecular, formula is CisHigCINO-HCl. Buprc 
pioa hydrochloride powder is white, crjratalline, and hi^; 
sobible in water. It has a bitter taste and produces the sen 
sation of local anesthesia on the oral mucosa; 
ZYBAN is supplied for bral administration as 150-mg (pm 
pie), film-coated, sustained-release teblete. Each tablet cot 
taias the labeled amount of bupropion hydrochloride an 
th<! inactive ingredients camauba wax, cysteine hydrochlt 
ride, hydroxypropyl methylcellulose, magnesium steariati 
microcrystaUine cellulose, polyethylene glycol, polysorbaj 

Continued on next page 

This product Information is based on labeling In effect on Jur 
1, 1998. For hirther information, contact via direct melL phon 
or web site Medical Information: Glaxo Wellcome Inc., PO B< 
13398, Research Triangle Park, NC 27709, Healthcai 
Professlonaia (Medical Information): 800-334-0089 Patien 
(Cystomer Response Center): 888-TALK2GW (1-888^5^4 
Gl axo Wellcome Corporate Web SKe: wvnw.glaxowrellcpmoxo 
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itiM. tijfirequent ' ^ei^ei; abnq^ J*?!^^ - 

d^iwagia, gastnc^ 
8toin4titi4^ ',K^e .was ^Ibdenia 

wlitisj 'esQpli^EtljS^ Jiefn^nr^age, gum hfemf; 

orrhage^ MepafiiisV moreaseid saiiv^a intestined pen^ 
tion. liver damage . pancreatitis, stomach lilcer, and stool ab^ 

gn^|^n|^;;i^.obse^ 
bbs^iwJ y?i«c:e^ 

nopatlm-««iliw^^ ^v^>..-;i . v.. .-iv'.^ 

M9tabjd!l^:And,N infrequent twere; edema„in- 

creased wei^t, and i peripheral -edema/ Also . obsoiyw 
glycpsji^ia;? '-'VL^iT^-x vv.^; ;4:^fj^f;s'v - - 
Muscuio9kofstah - ■ Infeequent iwcretlegidtops; and twitch- 
ing. Also ;Qbserved .were'.arthritia and musc^ft ngidity/fever/ 
'rhahdtanyoWsii^i. -i^s .-if^.^v^^^; ■•■^:fr^?c^^<^ ^^vj^'^^^ 

Nervous Byst&m: > Frequent were agitation; 'depression, 
arid iirritabil3ty;*IriJrequeht were abnormal 'bdbrdihatiorii 
CNS J stinmlatiohi^^^cohfUsidn; decreased hbidOiJ decreased 
memozy, deperadnaHiMni-'Wbtidnal'te^ 
perkineBia^^hy^?e^tdlua,ih3^>esth suicidal 
ideation^toidiiffdrt%Oteiteretwere anm(BAia,;atafflai derealiia^ 
.tion, and Iiypomania. Also observed were abnoEtoal electro^' 
en<»pb£do^am akihesiai-aphtiisiajL^comarf^^ilj'^^^ 
dduaionsi dy]B.arthciar:;<i^kbesiai 

pyTaimdalT-6y»idipB[i9i\ Iwoki^^^^^i : iriqreasedrUbida,; inanic 
reaction,7n€ruialgiai;.neuropaih:ft;paranoid;re 
ma$king-,tardiyeidjr3kin : ' . ^ . ■ . i o-^''-.^'^ - 

BespifBtor^in Rare was -bronihospasm. Also observed i was 

pneumonia- ''"^ "Ir;*-.":.- .• w-c,-,;; 



'^Skhnn .Ere<iu)^t,<w.a|3.: ^eating. Infrequent was acne and 
diy skiiL Rare'was macnlopaptdiur rash. Also observed were 
angioedema, esfciliative dermatitis, and hirsutism. 
Special Senses:- " Frequent was amblyopia. Infrequent 
weA accommodation abnormality and dry eye. Also ob- 
served were deaihess, diplopia, and mydriasis. 
Urogenital: Frequent was urinary frequency. Infrequent 
were impotence; rpolyuriai and urinary urgency. Also ob- 
served were' abiLonnjal ejaculation, cystitis, -t^parexmia^ 
dysiiria, gynecomastia, menopause, painful erection, prosr 
tat^ disoid<Bf,i' salpingitis, urinary incontmencei-urinary rcf' 
tentionr urinary tract disorder;- and vagmitis. - ^ ; 

ZYBAN is lifeu^iy to have ajlow abuse potential. ; : y--. .;v 
Hufiians: Theps Jiave been few reported cases of drug de- 
pendence, and .withdraw^ . symptoms, associated..with the 
immediate-release formulation of bupropion. In hUittaEt 
studies o£ abuse liability, individuals ^fexperienced :vrtth 
drugs of abuse reported that buproi)laDL$roduced ^ ft£elinj|oflf 
* euphoria and'^elsmr^]^^ 

400 mg (1.33 times tiie recommended daily dose) of bupro- 

pwif iif6^tt<S^ liild'-'^^ 
p^^o'o'^We:M:6rpHijai$^&e^ 
tion^:Be&arch"temt^^ 
tivf of eu^Hon^ 

twlM^iipiacetiS'^idWii^ ttf the 



mwcoa« i»w«*u.Mx ««w. - « MteSiyj^j^^Mv- 

ioral response, and increase rates of responding;^in s^ 
^clieduie-OTiiM!!^ Ke^^fpai^^^ 
to aiSe^the;|iMiy 



tfctive'dn^gsr-r r^ V'^^' T'.;r ^ ■ 
Tli^-T)os^ibility' fchat^ ^h^^ 
shbM j^-iciprif imud^irhfen^ 
indud3ii|^4&-^^ 

vidu^;patie^ ^ 

Humajn pveir^jDS^.ESP««1^ 
erperienW ^tfe fl^^^ 

lation of bupropion; three such cases were jrepoi^ed' dujing 
cl^Cifl^l;M#B>4?^ .Qnp,. patient inge^te4 

^,O0p!:i^irS£nisM ^letetand:Vom^ 

it^^.iquicMx^^^^ 

bluired vision tind tighthe'adedness! A sec^jndvPaJienih^T 
gested ita i-^liandfuil * pffJwipropipiK sjwtaiae^rjrelea^e, tablets 
ani.experienceiaTGonf^o;^(3fe^^ 

amd 'seizure. A tliird patient ingested 3,600 mg of biip^pipn 

sustained^releafie^tablets^rMvdi^kboJrt^^ 

experienced ^nausea, iv is^al/Mucmati^ v fgroggi- 

ness." None of the patients experienced further sequelae. 

Tbere ;has?tje.en extejos^ye esc^emvmm\'^-^9^^^ 

the imm^ai?r^fei^ase.fo?3^^ 

ovacdoses ,occi?ri;ed dvwcmg^clii^alrtri.a^^^ 

i^ents^p^eh^e patiente;iB^ SSPitp 4,200. mg and.recov- 

erediwithout sypjifip^^,8e<sue)ae. i/^t^Lpthei w^^- 

gesQ^a^OOOu^g^p/.^^^to 

propion fimdv^OCi^iQS&Q^^ 

malvseisiure and ^cwyfJ^edi^^^jfipM*^^ 

Since introduct;^on>vove;a^ of ^ip tPiZiSOQ^ oCftiie ^im- 

mediateirelaase^fprmiJ^ offb,uj)3«ipipg;?h^ve beeii re-; 

pojted. Seizure was repprtedtm^approx^ of 

all cases. OtheyrSeripuai^^ pveindp^ of 

the ^mmediat&irelease. fpim^ 

chjdedhallucia sukI j^us ta<;h- 

ycfU^.vF^et ,muscle-rigi^^ 

sion, stupor, coma, aiid respiratory Mlure have bcMi .re^ 
ported when the immediate-release .fQirmjilation.^o| 
bupropion was part of multiple drug overdd^si: . ■ " ' . ; 
AlthbtiP iribgl pati^ts -TOMvered'^thdiit sequelae, -deatiis 
asabf^ated wi£6 dvffl«J6sfes^<rf^^^^^ 

latioh' W-Mpi^ipi^^^^ reported rarely in pa- 

tients mg^stinj: liiiissiVe' doses of the' driig.;* Multiple iiiiMn^ 
troUed seiziireij,' b^^ failure, and dafdiac 

arxest-iirio^ to'^dektiir^^ patients. ' 

i^rariageiWerit'^f dvG Following suspected overdo^, 

hospitalization is advised. If the patient is consdbus;' vdrri-^ 
iting' shmild^be' iiiduced by sVW 'ASctivat^^chto- 
6^ also may^e^adxtiiriifitar^ diiritig the firat 

i2^h6te^^aStef^mSeMdm^Bk^^ 
b'e-'6bt'^d;''El^d*e^S9Erdi 

aff i^tifiiiiietfabd^ibr'the itS^ 46*hOOT:"*Adetipite'fluid'-1*^ 
tak^^&iM'be^piWaect'^i''^''^ " ; - '■>'^'-^{ '^'^- "' 
If the patient itf l3tii(^ifeiiiEf, 46mat6se/'df 6bhviil^hg>^^fi^ 
intubaiiotf 18 rsc'oitoiehded' prior x6 undertaJting' gastric la; 
vag^: Aitough thfeie iS^Utitfe dinic'al ex^iorienw trith-lavaj^ 
follo\wntg ah'd^'eidtisesidf buiJH)i|iori/it is likely to be of ben- 
efit withni the aratiahOurs'Sft^r^ingesti^ sihce absorptiP^i 
Of thediru^jmsy not'yefrbe'oPmitflete;' " " •* 
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Tabled: 1>eatmetrt-Emergein A<hera^^^ Incideincd In the Cdmparative Triaj* 



Adverse Experience d 
' CCOSTARTIfenn) 



Body . . _ 
-Abd otPTP ftl pain .-. . 

Accidental izyury 

Chest pain : 

Ne(^ pain 

Facial edema 

Ciardiovaflcular, 

Hyperteiisipn ■ , 

Palpitations 
Digestive' ^< '■ 
.Naiisea / 

I)ry mouth 
:donfltiimtwn 
.I?ikunrh,ea',.'. . ,* 

.Anoreida *. 

Mouth ulcer 

Thirst 

Musculoskeletal . - 



Arthralgia 

Nervoufi system = . - ■ 
■In^onbuQia- = " ■ 
Drea^ abinonnaj^ty 

Aimej^VV^ '^*V 
I>ishj™d concentration 

Diz2?)paesa , 
^^6IyQ]ii^lue8si '". ■ ] 
'Eremor.,/ . ... 
; Dysphoria , jj;'; > ■ 

Respifatoiy ' ' - ' 
'■Rhinitis 

Increai^d 6ough 

Pharyngitis' 'T^-- 

Sinusitis... . 

>ID^^pftiea',';. ■:.'"[].'!, ^ 
/EjristaxiiB ■' ■7-}." '. nj'- 
Skin' - ■ ■■• 

Applitsfttion site reactioht 

'Rash''- ^ -'^ ---'^ 

Pruritus 

Urticaria 

Special Ben'ses- '■ ' 
Tlaste perversion ' 
Tinnitus 



2YBAN™ ; 
300 mgi^day 
: (n = 243) .. 
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Nicotine 
lyansdermal 
System (NTS), 
21 in^day 
(n = 243) 
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. ZYBAN 
and NTS 
,(n = 244) 
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<n = l59) 
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♦Selected odyerse iev^hts With ia^iniideiicje^f aV le^sf 1% of p^^^ ZYBAN, KTS, or the combination 

6f2^ANmdNtS\and2idti^ • 
tPatieiits rari'dbnted'tio ZYBAN^i^-fi^^ . . ..r . . ; 



While>diuresi8,:^alysifl;! or .^emoperftision are sometimes 
used to. treat drug overdesage; ^there isiaioteatperience with 
their use in the management of overddses-of bupropion. Be- 
cause diffusion of bupropion and its metabolites from tissue 
to plasma may be slow, disSysis may be of minimal benefit! 
Basieid oh', studies^ in animals, it is recommended that sei- 
zures be treated/with an- jntritv^ous benzodiazepine prep- 
aration' and' othier sttpporttve- measures^' -as 'appropriate. 
Further infonmatioai tdbout- the treatment of ov^doses may 
be available from a poison cohtrd center.^ [•: ■' s : .1 ■ 

iios^BASDAp^ i7.;l7'''^- .'7 

ZYBAN: Usual Dosage for Aduf^ The ireoonui^iendbd and 
m^imum^ dose of; ZYBAN Js 3Q0 mg/day» given /as iSO. nig 
twfce dajly.,J>osup^ eyei^ 
d^y fior theft^^ dayp, foJlowed by a. dose inaieasdior^aiost 
patiqnte ^;tjie::r^ usuai.dose of .30Q^ 

Thei«{$hd^d he aia mteirval of a-t least SHdurs bdween suc- 
cessive doses. Boses ■ above . 300 mg/day should not be used 
(see WAIUmGS). Tteatnotent wi'th ZYBAN, should, b^e initi- 
ated while the patfenit Is sl^l sA^oking^sinceapproxinjiateiy 
1 week of treatment is required to achieve steady-staie 
blopd.levels.of bupropion., patients shoiuld 86^ a "target quit 
date* within, the .first ;2.weekjs of treatment with ZYBAN, 
generally in tlie, second week. Tteatmeut. with ZYBAN 
should be continued for 7 to 12 weeksi . duration of treatment 
should be based on the relative ,heneftts and risks for indi- 
vidual i)atientau.If,a,i;)iatient has no^'^^^ significarit prog- 
r€M38 to^aids . Abstinence by the seventh weejc^of jtherapy 
with ZYBAN» it is unlikely that he or she wiU' quit during 
that attempt, and treatment should probably be discontin- 
ued. Dose tapering of ZYBAhf is not required when discon- 
tinuing treatment. It is important that patients continue to 
receive counseling and support throughout. treatme:nt with 
ZYBANi and for a period of time thereafter. 



IndiyjdualizatlQn of Therapy:, Patients are more likejiy to 
qwt smolgng'and^^^^^^ abstinent if they are seen fre- 
quentlis; .^i^d r^iy'e. suppoxt ifrdin their ^ ^%ician^ or other 
health car^ ^roffe^sioiVak; It is'im to ensure that pai- 

tients read tfes iibtnictions provided' "1^^^^ tham and have th^ii* 
questions answered; Physicikhs shouid'T^eW'the pa^ht's 
overall smoking cessation program t^ 
with ZYBAN. Patients' should be advised 
of participating in the bfehavioral intervehtioniS, cbimseli^ig, 
and/or support services to be used in conjunction witti 
ZYBAN. Seie information for patients at the end of tho pack- 
tee'losertl'--'* ■■■■■■■■*- .-■-v.^ ■ 
"me goal of therapy with ZYBAN is coniplete abstinence. If 
a patient has not inade sighificaht jpirogress towards absti-i 
h^OB by the seventh week-oftheraf^ with ZYBAN, it is un- 
likely that his or 'ahe^WiU attempt, and 
tih^^tm^ntehouldWd^^ * ; j:, 
Patiehts who^ fail to quit ;8mbking during an attempt may 
benefit from intenrentionsTio improve their chances for suc- 
cess on subseqiient attenipt^i'^Patients who are unsuccessfhl 
should be evaluated to determine* why they failed." A new 
qijit attempt should be encouraged when factors that con- 
tributed to feolure Can be eliminated or reduced, and condi- 
tions are more favorable.' 

Maintenance: Although cHnical data are not available rer 
gairding the long-term' use {> 12 weeks) of bupropion for 
smoking cessa(iioh,jbupropibn has been use^l for longer pe- 
riods of time in the treatment of depression. Whether to con- 
tinue treatment with ZYBAN :for periods longer than' 12 
week^ fbr smoking cessation must be determinod for indi- 
vidual patients.- . . . .. ' :. 
Combination TVeatmant With ZYBAN and a Nlcotliie Trans- 
dermal System (NTS): Combination treatment with 
ZYBAN and NTS may be prescribed for smoking- cessatioh. 
nie prescriber should review the complete prescribing in- 



formation for both ZYBAN and NTS before using «)ral 
tion treatment See also CUNICAL TRIALS fbr met 
and dosing used in the ZYBAN and NTS combination t 
Monitoring for treatmeht^mergent hypertehsibn in 
tients treated with the combination of ZYBAN and Nl 
recommended. 

HOW SUPPLIED 

ZYBAN Sustained^ftelease Tablets, 150 mg of bupropior 
drocMorideVdre purple, round, biconvex, fim-coatedtal 
printed with 'WBANl5(r in bottles of 60 (NDC 0173-0) 
02) tablets and tlie ZYBAN Advantage Pack™ cfinlaini] 
bottle..D.f i6Q.CNPCi0173r0656-Ql) tablets. , 
Store at controlled room temperature,. 2br to 25X (68 
77'*F);{8ee USPl. Dispense In ti^tit light-resistant cbnt 
era as defined iri the USP. . / 

PAiEENXl - :^e following wprdinj 

contained in a separate leaflet jiipoyided for patients.. . ■ 

: .7: . < 1 . „ ; 1 1 nf pi;ma[tionr f or.the^P^ent 
TfBAU^ (bupropion hydrochloride) Sustalned-Reie 
Tablets 

JPIe^se read ' this inforinatioii befo!re ' you . start teili 
iSYBANVAIso read tbis leaflet each time you renew your ] 
ticriptij6il, ili^asift anything has changed. Thi^ informatio 
udt. intended to take the place of d^cussions ^between 
andvyour doctor.: You and your doctor should discuss ZYB 
iis part of your plan to stop smoking. .Your doctor has j 
sicribed Z^BAN for your use only. Do not let anyphe else 
your ZYBm":; - ^- • ■ 

IMPpfrTANT WARMNCSh • ■ 

^?here is% chiEuicVtKat app^ out of every 1,1 

people taking bupropion hydrochloride, the active ingn 
€nt in ZYBAN;wilI Have a seizure. The chance; of this "h 
pening increa$es.if you: . , ; - > r > 
•rhaye:a si^izuM di^ example, epilepsy); , - ; 

!: ^hay;e!; ctr hi^ye h^d an eating disorder. CFor eacampje, bulii 

..OT anoreada ' ^ " ' 

« takS^ mqiT^'^than ihfe recommend^ dtaoy^ 

• take othOTinedidhes with the saaiia active ingredient tl 
is ill ZYBAN, such ad-WBiaaUTBlN® (biipropiori'l^ 

- chloride)i1Dableta^and'WBIMUTRIN<&SR{buj^ 

drochloride) Sustained-Release Tablets. (Bo:th of th* 
■ ,medicme,s,are,.UBed^ 

You can redu^ce, the chance oifje^^ a seizure hy ) 
Iqvrapg ypm:.dp<rto^ tb.tsie ZYBAR'l 

si&ottfd' iakd;diabus9 with your doctor' wh^er ZYBAN 
right' M yim.^ .-..■).:!■ -i.^- : 

1. What is ZYBAN? -v.r ■;j-^..r:-- 

ZYBAN is a prescription medidite' to help people^quit smi 
ing. Studies have shown that more than me third of ped] 
q:uit; smofcytig for at least 1 month w^e;Jaking ZYBAN a 
participating: in a j;)atient. support prc^ram. For n^any ] 
tiehts,ZYBAJ|f reduces and tj^e va 

to smo^;.:ZYBAN sh^^ be usied -with a paitieiit suppi 
p:rograin^ it is pnp^T^t io f>artijbipato jn ' the. Iiiahayio: 
p:rogrami'(s5ui;^^ iat^ suppd^'pi^grani yiiui^ heaj 
Cfire prbfeaitbiial i^cdJQ^ ' ■ ' ' ■ 

2; Who should not take ZYBAN? ■ ' ^ ■ ' ' 
Y>u shoidd hot takie ZYBAN if ybu/. '- ' 

• have a seizure disorder (for example^ epilepsy). - . 

• are alreadytaking WELLBUTRINi WELLBUTEUN SR, 
any other ^medichies^ that: contain bupropion hydroch 

^^de...: .n- .■■ 

• have or have had an eating disorder (for example^ bulin: 
or anorexia nervosa). ;i;:Aj. ■ ; ■ 

• are currently taking or hay^ recently, taken a monoami 
oxidase inhibitor (M^OI). . ; , . . 

• are allergic to liiprdpiqii, , ^ 

3. Are thei^ special concern^^^^ 

Z'^BAN is i^^rtWjim are pregnant 

bi'eMWejB(Kng'; doctor they h 

come j^reignaht of intend to become pregmmt while takij 
Z'fBANf ''^ ■■ ^ -■■^■■^ 

4. How should I take ZYBAN? 

• You should take ZYBAN as directed by your doctor. Tl 
usual recommended dosing is to take one 150-mg tablet 
the morning for the first & days. Oii'the fourth day; beg 
taking, one 150-mg tablet in the mornings and one lSO-n 
teblet in the early evening. Doses should he taken at lea 
8 hours apart. , ■ 

• Never take an 'extra' dose of ZYBAN. If you iforget 
take a dose, do not take an extra tablet to "catch up** f 
the dose you forgot. Wait and take your next tablet at tl 
.regular time. Do not take more tablets than yomr doct 
'prescribed. This is important so you do not increase yoi 
chance of having a seizure. 

• It is unportant to swallow ZYBAN Tablets whole. Do n 
chew, divide, or crush tablets. ^ ' ' ' ' ^ ' 

Continued on next pagt 



This product infomiatien Is based on labeling in.effeot«n Jur 
1,.19d8. Foriurther tnformatioa contact via direct maH, phon 
or. web sfte Medical Information: .Glaxo .Wellconio Inc., PO B( 
13398^ Research Triangle Pork, NC / 27709. Healthcaj 
Professionals (MadleaL Information!: . 800:334-0089 Patien 
(Customer Response, Center): ^-TALKZGVy (1-888-825-$24 
GIisxo Wellcome Corporate Web Sfite: www.glaxoWellcome^co.i 
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irffeeiiB -8l«wlii'take;ZyBAN;fQr 7' to: IS^^wMOkav^Fi^Hm 
or doctor's instructions. .i'^'^i.' ''^w- r-.v^ 

When ohould I atop sroolnng? i^^)^ jjj? \-.} OT> 
tBj^g,flb.03^U,w.ee]f:fi)r 2!;7?1AN U>^j^8^}f\§Si^i^l^^^^ 

tittii^ ypty flhgiiid not^etopjsinokUu^iintil'you 
ldng£Z5flBAN:fbr-l weetvYdu/shto^^ set atTdatejifcatstopI 
loking during the-sewndweek^ ybu'^fe takin^.Z3fHANiy**<>':! 

e saine time. However, continuing'^^ smoke aftier[uie date 
ui6tet'i»litdp smoiti seftiously r^cfuS^ySn^^ 

Can ivBAN^ti^^^uMli'^t^tHd^^ as nicotine 

^^,^ZyBjj^ .and niro^ii^e^fpajtfj^^ ,caa j^^, .the] same 

i^ll^it^^ul^'on^^^^ 

ay qraiser ^uKyblood ^.pressure J r^our ddkitorJ wiH^iprbfa^y 

U it^et^ys wth^^^^^ VemiV V^'x 

3* (^br^SWiOKE At ANY flME'if' i^W'firt^usiag/^^ 
itch or any other nicotine product aloi^g,^^Ji;^^L^ 
i3^1e.;t9 , get tpo mnch> ;ucotine^ and have ^se^ 

ClSBt;?:rr^vr -vd-r .^f:i-)i^' t'-:v;^vc} r-'-ivyWiiS Jd "^Jri^ii:.! iiivr<;^-; 
rVWhat ere posiiblo" slda effocts of JZ^BAW? V T/a '.7-. 
le all medicines, 2YBAN may caufife'^side^efffiictsC^* ^>^fe'''y^i 
llje moat 'ooirimb^sid^ Wedt^ 

fi^^'a^SiiiS-'n^^ae^e^ 

^a^c^^jipea?..after;,a(feT^ 
sleegujjg,^ a^oiq;^^^ 

tatiinsp^EYBAN during fdini(^>^r^dte&w^ 
Contact doctbi: 'bi^-heaJiK' fa 

hazardous" machineiy until you know if ZYg^f,a%ct3 
your ability to perform these tasks. < i-tArlVK rirf'sV ' . f 
)ci^nil.'drin^/al^hol whU8;Lsmttakin0;^fflAN?M 



9l,^ta>jfpxii:!di>ctQr^^^ 

l^AN may affect other racdj(5iiii^^^pu!}!©;'j|aJ^ 
srtant not to take medicines .tlitat m^y }^^ 
tr you to have a seizur&,i.T^eref9i»,:ypujj^oi;^d m^^^^f^' 
mt your dpctpif J^oyfS;£iJ)OTiii aUimedicinesrTrpireacriptibn^or 
ro^^iu^Smitiea^ aU^t^ikM^o£pran:t6d;edo^^ vv^- ' 
2L^0otZV6ABjirabte(ts hawBxhaf&cterlsttciodiatr?!^^' .^;>^ 
YBAN "Kiblets may have a characteristic odor,. If present, 

3vHow.8houldlrtoreZYBAN7 ^ A-^-^-r^/^^i^>?:^)^«-^ 'i^^ ■ 
•Stbife^ZVBMltrobh^^^ 

EeepZYBAN in a tightly dos^dxontaine^;;' i^^s/.;:/,^ 
Keep ZYBAN put of the rgacii of Mia^^' " . 

l?HJS%r^fe^t,^??Hi^^^;ftPm 

uestions or concerns about either 2YBAN or smdkt:^|iC|^5 
ation« talk to your doctor or;Qt!3^,^v^^Mi. c^^profi^fmal; 
^I^OJi is;;^ regi?tefed;tradem^ 
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No. 6 Lake, lactose, m,agnesiu;n<j3j^eai^,i^ 
solubility in. water .at 2L7iC is'soJo ung^d^^ 
an alkaline solution. '; o,ttti;>Ni V 



CLINICAL PHARMACQLC^. 

ZYLOPMM.^acts ocj purinjp^.wta]wl^ 
the biM^^i^esis of purines^It'^jices ti^pro^ 
acid by bdbibiting the bioctie^ical reaptions iS^ni^aiely 

prwedlng ite. fpnooati^^ _ i . 

ZYIX)PRIM is a st^rtw of the naturafpurine 

base, hypoxanthine; It is an inhibitor off xanthine ^oxidase, 
the enzyme responsible for the conyeran^n of hypoxanthine 
to xanthine and of xanthine to uric acidy tho end product of 
purine D^etabolism jin man. jl^yiX)PMitf is" metabp to 
the corresponding xanthine analogue, ^purinol ^(alloxan- 
thine), wliich also i^ an inhibitor of xantl^e oxidase. 
It has been shown Ithat reutillzatioh of^both hyppxaihtJi^ 
. and xantihine for nucleotide and nucleic add 'synthesis; is 
markedly'enhanced when their Gxidationa-are inlSbite^ by 
ZYLOPKIM and oxipurinoK Thid reutilization does hot "dis- 
rupt normal nucleic acid anabolism, however, becaiise feed- 
back inhibition is ah. integral part of purine biosynthesis. As 
a result ^ xan^ine oxidase inhibition,; the serum, conoen- 
tratioh o:^hyp6xanthind plus xanthine in patients receiving 
' ZYLQPREM for treaWent of hyperuriceijaia is usuaHy in the 
range of. 0.3 .to,0.4 i5ag/dL compared to abnormal level of ap- 
proxima^ly^0!15 m^dL. A m^ximiun of 0.9 mg/dL of these 
oxypurines has „bee& reported when the serum iirate was. 
lowered to less than 2 nig/dL by high doses of ZYLOPRIM. 
These values are far below the satura^itm leVelsi i^^ 
point theirprecipitation would be ex{>iBiife«i tb occurfeb^ . 
mg/dL). • i l\' ; 

The renal clearance of hypoxanthine and xanthine is at ' 
least 10 times grea^r than that of uric^cid. Tlie increas^ 
xanthineitaxid hypoxanthine in the urin^p faa^^ i^<)^ fbeen ac'^ 
. cbmpanied by problems of nephrolithiasis. Xanthine'crystal- 
luria has- been reported in only three patients. Twp of the 
patients 3iad LescK-Nyhan syndrome,, which is character- 
ized by excessive uric add production combined with a de- 
ficiency of the enzjmae, hypbxanthineguanine phosphoribo- 
syltransferase (HG|jItTase). This enzyme is required for the 
cpnvers^ict^ of i^i>^ ^jiantitune, akd^^g^^ ', 

re^piectiy^^n^cIeb1i^^^ The .^rd patient had lyntphosar-' 
coma ani producedi an extremely. lai^e Kmount of iiric add 
because of rapid cell lysis dumg^chemoSJierapy. ' ^ 
ZYLOPRIM is app)tematel3|;90%f^J^^ 
trointestinal tract, f Peak plasina levels} generally pccur at 
1.5 hours and 4.5 Hours for ZVLGPRIM and oxipurinol re- 
spectively, and after a single oral i dose of 3QP mg 
ZYLOPRXM, maxiirium plasi6i levels of about 3 nT^mL of 
ZYLOPRIM and 6.5 -mcg/mL of oxipuriiiol are prodiiicei 
Approximately 20^' of the in^sted. Z^^ is |xcreted 
in the feres/ Becaus]B of it^'rap;U andatip^^ 
a renal clearance rate approximately that of glomerular fil- 
tration rate, ZYLOP 1 to 
2. houi^; pzipurinpll hpwever^^ has a lon|;er ;p]^ma{;h^ 
, (approximately i5;h6iir8)-and. :ther4^|^riQ^e^ 



oxidase inMbition^^is'miintaiiiec^^o^ 

single daily doses of ZYLOPRIM. Whereas ZYLOPRI^'^iB^ 
- ^esredjiseei^^^ glomerular filtx^^ 
&orl>edn^^ tubules in a manner siiDiilar to tliiT 

mbsoj^tjon oif u^^^ add. , , „ , „i ■ ^. u * 
fii&d^M'ancS'of^p inofeale^ fe.M^wf^ 

wa^cSSsfeq^^^ 

UpnflfiUn^^^ 
■thpirai§v??t 

ajddikiadck^^ 

:irW./'::;; 'Fti^iv-fi inc^cnjlfPT. TyViliHi-v. 
Ifypewjrit^mij^;^ a^*i.4fe*S 
diseases such as acut^ and chronic leiikemia,'poljr(^^^^ 
v^eraM nyilU.ple ■ myf lp?3?%f £t9;d;,'f jra ^jpfyj^jwit^ 

;Us^oli3iwret|pi^^^ 
enpe;Cif^reru4fd^^ i^^i 
a^^ in j^e t^atc^^ 

olutionTof tissue masses m§y .^ccifr,^)!^i^ 

ricomla i^.hot an in;^cation^|i;ir'^ft^^t 

(9^ nS^CAjl^^ ift^^ci: 

Gpjatjft a^etial^ojic.disR^^ 

pi^rpricepii9^:and> r^^ 

in,th0.v^8iarp^';jE^C^ 

oJpgy.^of;..Uue ihyperuricpi^ 

add in relation to the patiBnt*s abjUts^toj^KCTet^tikrJfiPtO; 
gressixeJeROSitipn qf wateSiiS:^^^ 
i9;n^^s^^^tp'xe4uce.the^qSG]t7m 
saturation jcKrinJfcjJtp^suppTe^s^^rA^^^^ icii7li:>:s-^'^ 
A<^itiistr;atipii' of ZXJaOpIUMi^nera^ r^sulte.iri M,in 
both senuti jand *urin«i:y 4iric/:add('mthin' 2. tp.i3i daysnp),^. 
degi^eei^f; tbSaxdecrease: can.be ;manipji)^^;^roo8t^ atiwill 
since it is dose-dependent. A week or more of treatmenfewijt^ 
Z^LQPBIiM'jnay bexe(iuixedib.efbirisiteyjbll 
fe&rted;}Ukewiseviuric ftdd!nuy:retuiiij«»;.p(re^ati;a,^ntrle^^ 
slowlyjiv«ually;:ail(er{a j?eriod^ofr7ito Ip/ daySSk-foilo^yingi^Ss 
sationiof- tberApy);^ (Tbia reflects : primaribr'the;a6i3unu}atipti' 



3^>|lor??-;^ga:^pe,flSjpad^^ patients a dra- 

?.jnaUcffaQ,iiiLurirui^^ 
ticularly in those ^th severe tophaceous £^ut- It has been 
! postulated that this may be due to the mobilization of urate 
|&on]^^^ii|^i^t^posits BS the serum uric add . level begins to 

jThe'iM&ipa -of^OT differe ,finmnj.lha of .uricosuric 



, agen6/^pdh' lower the seruntf iSpfc'^^..,, j,^. .^^ , ^ 

I urinary &cretion^fiupic acid.- ZYD0PHlMiTOu6es both the 
- i-Bfei^iirfix£d:uriKtf«i^ fimtta^ 
: tion of uric acid. Ttip use of ZYLOPRIM to blo<£ the fbwoa-t 
: tion of ux^te$ avoids the hazard of increased* reinkl-eJdti^ 
j of uric add posed bjr uricosuric drugs, r - i. ' i irjj» :< lA 
i ZYLOPRIM can substantially reduce serum and'.^urinii3^ 
uric add itevel!! in previously refractory patients evfin iia.^ 
[ presence of renal damage serious enou^ to rgridQr :U)rj:c»Q$:ti- 
j ric drugs virtually ijieflfective. Salicylates a^yj^be ^yen coii: 
Ijbihtly for. their ant|a!heumatiq effect mfihout'coiaro^^fM^ 
[the action of ZYLOPRIM: This is in contrast Wttos^tflGfig^ 
■]ing;ied|^7of saK^ 

;|2jYL0PC^:also ii^ubits the eiuymatic oxidatioijtj^fQXt^ 
] oapteipujc^e) i:he siilfiuvcontaining analogue of bj^px^- 
|tMn^e,;:tc|<|;t^^^ oxidation, which ij3,;C;^yii^|^ 

I by xaht^neiCCQ^su^ei inactivates mercaptop\mud^.^)|le^^ 
I the inhiMion (tf ■ siich omdation by ZYIX)PRIM' m|^^^fin^ 
i^in as mi^ a^s'a 75^. reduction m tite therapefutic^floM*'!^ 
' quiremeiS of merc^itopurine when the two comp3u^i&%re 
! given tog^ei. ]. ■ ■ . . . 

:lNDICA3lONS Alb USAGE , , 

i THIS IS NOT AN INNOCUOUS DRUG. IT^IS NOTrlSp^ 

i OMMENDED FOR' THE TREATMENT OP ASYMP^M- 

■l;A3^CvHY^i!R™^^ " '■'^t-'-^^^f 

!j;ZypOP|tlM;^ 

Itions; I^^use uhpoii'4*be mdiyid?ii^^ 
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t macokiiiltica (see ElINICAL PHARlScOlSoS^mJ- 
TRAINt>K;A^P[ONS, EARNINGS ^nd ^Qjqmiym^^ 
!ZYIX)P^is.indic4te4:*n: ' " l^^ij) 

I (1) the nl^nagiunfflrit of patie^ signs and S3^|;'^m 
prim^ or secOiidanr goiit^fa^ i^Tai'i^^^qW^^ 
struction, uric add Utniasie andAn* nep 
\ (2) the management; of patients with leukemia, 'lymplxonia' 
I and maligoandea who are receiving cancer^it^hjeiaOT: 
i which faiises^ elevations of serum and urinary {t^ific 
i leveli^--T>o(itmeiit with ZYLOPRIM shw^^ .b^i cRg^ra 
; uM when tbue;p(|^ti^ foT overproduction of jip^^.'4a!i|B 
i ' ;';ho^lo'^er.i5^s^t^^ *■'•'' 
; ,(3>.tiie -i^ag^ rerandanf 
!^ alate-^cilU v^ijs^^ 

" in maleipatientd and 750 m^day in fdxi:^ 



tients. Therapy in sudi patients should be carefully rSii- 



Bessf^tinitieLUy and reassessed/pf 
in each; case th|it treatment is 1 
bene^ ou tweigh "die rijBk^ .. . 

^3c>NiraSiNBiic^ 

Patieittts who hiaye developed ,a severOiAlSS^fes^' 
ZYLOPRiM sliouldinot be restarted on tl^Bid^Pg--ii;<T ijf^x^. 
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" The MAILING DATE of this communication appears on the cover shoot with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specifidd above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1, 704(b). 

Status 

!)□ Responsive to comnnunication(s) filed on . 

2b)M This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for fomnai matters, prosecution as to the. merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1,11 and 21-24 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim{s) is/are allowed. 

6) S Claim(s) 1, 11 and 21-24 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or bD objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) 0 The proposed drawing conrection filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this (Dffice action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. ^<jtM jP/W^ r 

15) n Acknowledgment is made of a daim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . ^^^^ '^^^^2^ 

Attachment(8) f^c/^' 

1) □ Notice of References Cited (PTO-892) 

2) n Notice of Draflsperson's Patent Drawing Review (PTO-948) 

3) d Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 



4) n Interview Summary (PTO-41 3) Paper No(s). 

5) LH Notice of Informal Patent Application (PTO-1 52) 

6) 0 Other: 
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Application/Control Number: 09/427,447 Page 2 

Art Unit: 2166 

Claims 1, 11 and 21-24 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable one skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

Claims 1 and 11 have been amended to recite the usage of an "anti-smoking drug" 
instead of the originally recited "Lobelia". 

The term "anti-smoking drug" broader in scope than the recitations of Lobelia found in 
the disclosure. Since the term "anti-smoking drug" can encompass prescription pharmaceuticals, 
it is far broader in scope than the recitation of Lobeha foxmd in the disclosure. 

Claims 1 and 11 can be corrected by deploying the term "Lobelia". This may be 
accomplished by Examiner's Amendment, with applicant's authorization. 

Claim 1, 11 and 21-24 would be allowable if rewritten or amended to overcome the 
rejection imder 35 U.S. C. 1 12, first paragraph, set forth in this Office action. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time pohcy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated fi-om the mailing date of the advisory action. In no event. 
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however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication should be directed to Sam Rimell at 
telephone number (703) 306-5626. 




Sam Rimell 
Primary Examiner 
Art Unit 2166 
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Interview Summary 



09/427,447 



SZYNALSKI, ALEXANDER 
GOEN 



Examiner 



Art Unit 



Sam Rimell 



2166 



All participants (applicant, applicant's representative, PTO personnel): 



(1) Sam Rimell . 



(3). 



(2) MarkPohl . 



(4). 



Date of Interview: 14 December 2001 . 

Type: a)M Telephonic bD Video Conference 

cO Personal [copy given to: 1)[I] applicant 2)0 applicant's representative] 

Exhibit shown or demonstration conducted: d)n Yes eO No. 
If Yes, brief description: __ . 

Claim(s) discussed: . 

Identification of prior art discussed: . 

Agreement with respect to the claims f)EI was reached. gD was not reached. h)n N/A. 



Substance of Inten/iew including description of the general nature of what was agreed to if an agreement was 
reached, or any other comments: Agreed to Examiner's Amendment to place aoolicdtion In condition for allowance . 

(A fuller description, if necessary, and a copy of the amendments which the examiner agreed would render the claims 
allowable, if available, must be attached. Also, where no copy of the amendments that would render the claims 
allowable Is available, a summary thereof must be attached.) 

))□ It is not necessary for applicant to provide a separate record of the substance of the interview(if box is 
checked). 

Unless the paragraph above has been checked, THE FORMAL WRITTEN REPLY TO THE LAST OFFICE ACTION 
MUST INCLUDE THE SUBSTANCE OF THE INTERVIEW. (See MPEP Section 71 3.04). If a reply to the last Office 
action has already been filed, APPLICANT IS GIVEN ONE MONTH FROM THIS INTERVIEW DATETO FILE A 
STATEMENT OF THE SUBSTANCE OF THE INTERVIEW. See Summary of Record of Interview requirements on 
reverse side or on attached sheet. 



Examiner Note: You must sign this form unless It is an 
Attachment to a signed Office action. 




Examiner's signature, if required 



U.S. Patent and Trademarlc OfTlce 



PTO-413 (Rev. 03- 98) 



Interview Summary 



Paper No. 20 



Summary of Record of Interview Requirements 

Manual of Patent Examining Procedure (MPEP), Section 713.04, Substance of Interview Must be Made of Record 

A complete written statement as to the substance of any face-to-face, video conference, or telephone interview with regard to an application must be made of record in the 
application whether or not an agreement with the examiner was reached at the interview. 

Title 37 Code of Federal Regulations (CFR) § 1.133 Interviews 
Paragraph (b) 

In every instance where reconsideration is requested in view of an interview with an examiner, a complete written statement of the reasons presented at the interview as 
warranting favorable action must be filed by the applicant. An interview does not remove the necessity for reply to Office action as specified in §§ 1 .1 1 1 . 1 .1 35. (35 U.S.C. 132) 

37 CFR §1 .2 Business to be transacted in writing. 
All business with the Patent or Trademark Office should be transacted In writing. The personal attendance of applicants or their attorneys or agents at the Patent and 
Trademark Office is unnecessary. The action of the Patent and Trademarit Office will be based exclusively on the written record in the Office. No attention will be paid to 
any alleged oral promise, stipulation, or understanding in relation to which there is disagreement or doubt. 



The action of the Patent and Trademark Office cannot be based exclusively on the written record in the Office If that record is Itself 
incomplete through the failure to record the substance of interviews. 

It is the responsibility of the applicant or the attorney or agent to make the substance of an interview of record in the application file, unless 
the examiner indicates he or she yAW do so. It is the examiner's responsibility to see that such a record is made and to correct material inaccuracies 
which bear directly on the question of patentability. 

Examiners must complete an Interview Summary Form for each interview held where a matter of substance has been .discussed during the 
interview by checking the appropriate boxes and filling in the blanks. Discussions regarding only procedural matters, directed solely to restriction 
requirements for which interview recordation is otherwise provided for in Section 812.01 of the Manual of Patent Examining Procedure, or pointing 
out typographical errors or unreadable script in Office actions or the like, are excluded from the interview recordation procedures belovv. Where the 
substance of an Interview is completely recorded in an Examiners Amendment, no separate Interview Summary Record is required. 

The Interview Summary Form shall be given an appropriate Paper No., placed in the right hand portion of the file, and listed on the 
"Contents" section of the file wrapper. In a personal interview, a duplicate of the Form is given to the applicant (or attorney or agent) at the 
conclusion of the Interview. In the case of a telephone or video-conference interview, the copy is mailed to the applicant's correspondence address 
either with or prior to the next official communication. If additional correspondence from the examiner is not likely before an allowance or if other 
circumstances dictate, the Form should be mailed promptly after the interview rather than with the next official communication. 

The Form provides for recordation of the following information: 

- Application Number (Series Code and Serial Number) 

- Name of applicant 

- Name of examiner 

- Date of interview 

- Type of interview (telephonic, video-conference, or personal) 

- Name of participant(s) (applicant, attorney or agent, examiner, other PTO personnel, etc.) 

- An indication whether or not an exhibit was shown or a demonstration conducted 

- An identification of the specific prior art discussed 

- An indication whether an agreement was reached and if so, a description of the general nature of the agreement (may be by 
attachment of a copy of amendments or claims agreed as being allowable). Note: Agreement as to allowability is tentative and does 
not restrict further action by the examiner to the contrary. 

- The signature of the examiner who conducted the Interview (if Form is not an attachment to a signed Office action) 

It Is desirable that the examiner orally remind the applicant of his or her obligation to record the substance of the interview of each case 
unless both applicant and examiner agree that the examiner will record same. Where the examiner agrees to record the substance of the interview, 
or when it is adequately recorded on the Form or in an attachment to the Form, the examiner should check the appropriate box at the bottom of the' 
Form which informs the applicant that the submission of a separate record of the substance of the interview as a supplement to the Form Is not 
required. 

It should be noted, however, that the Interview Summary Form vyill not normally be considered a complete and proper recordation of the 
interview unless it includes, or is supplemented by the applicant or the examiner to include, all of the applicable items required below concerning the 
substance of the interview. 

A complete and proper recordation of tiie substance of any interview should include at least the following applicable items: 

1 ) A brief description of the nature of any exhibit shown or any demonstration conducted, 

2) an Identification of the claims discussed, 

3) an identification of the specific prior art discussed. 

4) an identification of the principal proposed amendments of a substantive nature discussed, unless these are already described on the 
Interview Summary Form completed by the Examiner, 

5) a brief identification of the general thrust of the principal arguments presented to the examiner, 

(The identification of arguments need not be lengthy or elaborate. A verbatim or highly detailed description of the arguments is not 
requir-ed. The identification of the arguments is sufficient If the general nature or thrust of ti-ie principal arguments made to the 
examiner can be understood in the context of the application file. Of course, the applicant may desire to emphasize and fully 
describe those arguments which he or she feels were or might be persuasive to the examiner.) 

6) a general indication of any other pertinent matters discussed, and 

7) if appropriate, the general results or outcome of the interview unless already described in the Interview Summary Form completed by 
the examiner. . 

Examiners are expected to carefully review the applicant's record of the substance of an interview. If the record is not complete and 
accurate, the examiner will give the applicant an extendable one month time period to correct the record. 

Examiner to Check for Accuracy 

If the claims are allowable for other reasons of record, the examiner should send a letter setting forth the examiner's version of the 
statement attributed to him or her. If the record is complete and accurate, the examiner should place the indication, "Interview Record OK" on the 
paper recording the substance of the Interview along with the date and the examiner's initials. 
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ABSTRACT 



The inventor discloses a unique, new and useful process to 
reduce tobacco smoking, entitled Stop Smoking Method and 
Composition, consisting of: (1) educating tobacco smokers 
regarding smoking, its physiological dangers and addictive 
nature, and techniques to stop smoking; (2) hypnotizing said 
tobacco smokers, and (3) providing dietary substances to 
address the nutritional needs of nicotine addiction and the 
nutritional challenges thereof. 

8 Claims, No Drawings 
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STOP SMOKING METHOD AND 
COMPOSITION 

A portion of the disclosure of this patent document 
contains material which is subject to copyright protection. 5 
The copyright owner has no objection to the facsimile 
reproduction by anyone of the patent disclosure, as it 
appears in the Patent and Trademark OfiSce patent files or 
records, but otherwise reserves all copyright rights whatso- 
ever. 10 

BACKGROUND 

The prior art discloses many stop-smoking products and 
methods including, for example; (A) education to educate 
smokers regarding smoking, its physiological dangers and 
addictive namre, and conscious techniques to stop smoking; 
(B) hypnosis, to use the unconscious mind to stop smoking; 
and (C) nutritional supplements, addressing the nutritional 
challenges with regard to stopping smoking. 



SUMMARY 



DETAILED DESCRIPTION 



20 



While using each one of these three elements is known in 
the art, I have found that by combining all of these three 
elements together, they act on the three areas most important 25 
for stopping smoking — the conscious mind, the unconscious 
mind, and the body — and are synergistically effective in 
helping people to stop smoking. 

This synergy was unexpected. I am a Certified Hypnotist 
and am a Nutritionist, with over twenty years experience in 
the fields of hypnosis, seminar presentation and nutrition. I 
am a member of the American Association of Professional 
Hypnotherapists, the National Guild of Hypnotists, the Inter- 
national Association of Counselors and Therapists, and am 
certified by the Hypnodyne Foundation. I am listed in Who\s 
Who in Executives and Professionals, and I was a finalist for 
the 1999 Ernst & Young Entrepreneur of the Year award. I 
have been a special guest on numerous national television 
and radio programs, and was featured on the #1 television 
fitness show in the country. I maintain a practice in Cedar 
Knolls, N.J. I have successfully used hypnosis in many types 
of situations. I have, for example, worked with athletes to 
improve their athletic performance, and have worked with 
corporations as a sales and personal-development trainer, I 
am driven by a sincere passion for helping people maximize 
their personal potential and overcome addictions to smoking 
and food. I enjoy a reputation for extremely high success 
through my seminars. 
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My invention therefore comprises three elements: (1) 
education for the conscious mind regarding smoking, its 
physiological dangers and addictive nature, and techniques 
to stop smoking; (2) hypnosis for the unconscious mind, 55 
which hypnosis addresses the unconscious mind and its way 
of affecting behavior; and (3) dietary substances, to address 
the physiological needs of a person entailed in stopping 
smoking. 

Education. The first element of my invention is education 60 
regarding smoking. This educational process can include 
addressing the benefits of a regular exercise program. Thus, 
the educational materials or program educates the smoker to 
engage in some form of light exercise. Not only will exercise 
help clear the body of the toxins acquired through smoking, 65 
but exercise will also help release endorphins which relieve 
stress as well as making you feel good. Exercise will rapidly 



reverse the damage done to the body from smoking. If the 
smoker has not engaged in exercise for a long time, or the 
smoker has a weight problem or any other health problem, 
the smoker should consult their physician before starting any 
regimen of exercise. 

In addition to this, I have found that in my preferred 
embodiment of my invention, the education program also 
addresses the physiological progression of smoking, its 
physiological dangers and addictive nature, and some con- 
scious techniques to stop smoking. ©1999 

The physiological progression of smoking entails three 
discreet steps. Knowing these steps helps the smoker rec- 
ognize them as they occur, and thus recognize the needs they 
fiU. 

Stage 1 — Light a cigarette and inhale. This takes about 7 
seconds, llie deep breath of the inhale increases the 
flow of blood and oxygen to the heart and you feel more 
relaxed (not due to the cigarette, but due to the deep 
breath). 

Stage 2 — Seven seconds to fifteen minutes later, nicotine 
enters the liver, which in turn releases sugar into the 
bloodstream. This results in a physical uplift (not from 
the cigarette, but from the release of sugar into the 
bloodstream) which then in turn causes the pancreas to 
release insulin into the bloodstream. This gives you an 
energy boost. Normally, it is a temporary energy boost 
because the muscle cells of the body are resistant to 
insulin. So what happens is that your energy level goes 
up and then crashes, all over again. In fifteen minutes, 
you want to start smoking again due to the tense 
feelings you experience from your energy level being 
reduced. What we suggest is for you to sensitize your 
body to insulin. Before we suggest how you do this, 
you first should study the two diagrams pictured below. 
To better understand this phenomenon, we will provide 
an in-depth clarification of the diagrams. 
Stage 3 — Fifteen to twenty minutes after beginning to 
smoke, the nicotine interrupts the normal transmission 
of neurons by competing with acetylcholine at the 
nerve terminal, producing such effects as an increased 
heart rate and respiration, along with feelings of tension 
and of being "wired up." It also increases arousal and 
a sense of well-being and focused attention. A side 
benefit to understanding this step is to take proper 
nutrients so you do not allow this physical and physi- 
ological progression of smoking to occur. This will help 
with maintaining or even reducing weight and increas- 
ing lean muscle tissue. 
In my preferred embodiment, the smoker is educated on 

the physiological dangers and addictive nature of smoking. 

These dangers are now so widely known as to not need to be 

discussed in detail here. 

In my preferred embodiment, the person is educated on 

the benefits of modifying their daily diet. This addresses 

potential weight gain problems, one of the biggest fears of 

smokers. 

Regarding potential weight gain, why do we gain weight 
when we stop smoking? Muscle cells become more sensitive 
to insulin. In my preferred embodiment, therefore, I recom- 
mend: 

Avoid refined carbohydrates. All carbohydrates start out 
in their rarest edible form as complex, but we make 
them refined by processing, preserving, storing, drying, 
and cooking. 

Increase physical activity, especially five to fifteen min- 
utes after meals. 
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Take 100 micrograms of chromium along with the proper 
cof actors, one half hour before each meal with a full 
glass of water. The product containing chromium 
(CHROMIUM CHELAVITE'^") that I prefer is 
TRIMSPA®, available from Vitamerica, Inc., Cedar 
Knolls, N.J. 

Acquire a cigarette cessation product containing the herb 
lobelia, which aids any withdrawal that some may 
experience. Lobelia is a natural herb that tricks the 
body into thinking it is nicotine, but it does not have the 
side effects. In the preferred embodiment of my 
invention, I recommend CIGSATION™, available 
from Vitamerica, Inc., Cedar Knolls, NJ. 

Cut back on drinking coffee and other caffeinated bever- 
ages. Sometimes the stress or anxiety that quitters 
experience is due to the physiological effects of caf- 
feine on the nervous system and not due to withdrawal 
from nicotine. Try drinking decaffeinated tea or some 
other warm decaffeinated beverage. Drinking a hot tea 
provides the same psychological effect as drinking hot 
coffee. 

Eat healthy, nourishing, non-processed foods and take a 
good vitamin supplement. Remember, the 200+ toxins 
in cigarette smoke have helped deplete the body of 
vitamins. Five cigarettes can deplete all the vitamin C 
in the body! By eating a healthy diet, you will recover 
your heahh more quickly. 

In my preferred embodiment, the smoker is educated to do 
this for at least the first week, preferably for the first 21 days, 
after stopping smoking: 

Eat 3 meals a day, including breakfast 

Have protein and complex carbohydrates with each meal 

Avoid sugar 

Drink 8 glasses of non-caloric liquids a day — drink water 
with lemon, seltzer, herbal tea, etc. 

Keep a pitcher of water on your desk and you'll easily 
drink 8 glasses a day 

Between meals, drink fruit juices or eat a piece of fruit 

Eat lots of fruits, vegetables and salads 

As soon as you finish eating, leave the table and go brush 
your teeth 

Use mouthwash whenever possible 

In my preferred embodiment, the smoker is admonished: 
to not skip any meals (and never miss breakfast); to limit 
refined-sugar intake (and read packaging labels); to avoid 
beverages with caffeine (lea, colas, coffee, hot chocolate); 
and, if you must have them, drink tea or coffee out of a juice 
glass using a straw; and NO alcohol. 

We described above the change in blood sugar levels 
caused by smoking and the physical and emotional response 
it has on the body. If your blood sugar level gets low, you 
will either crave a cigarette or something sweet. In either 
case, it will boost your blood sugar level for 10 to 20 minutes 
and then cause a crash, triggering another urge for a cigarette 
or a sweet. By eating 3 meals a day, you will tend to have 
a stable blood sugar level, and this minimizes cigarette and 
eating urges. Eating protein with carbohydrates at breakfast 
sets the stage for stable blood sugar levels all through the 
day. Protein with complex carbohydrates stabilizes the blood 
sugar. 

I have also found it useful to teach persons quitting 
smoking to carry a nonfood item such as a swizzle stick or 
a low calorie food such as celery or carrot sticks. Use these 
to gratify any oral habit that has been developed by the 
conditioned response of putting your hand to your mouth 
250 times a day, as if you were a one pack a day smoker. 
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By providing the smoker with this kind of educational 
program, the smoker is able to consciously and analytically 
understand their need to smoke and to approach the decision 
to smoke, or to not smoke, in an analytical, dispassionate 
5 manner. 

Hypnosis. In addition to the conscious, analytical mind, 
one can aid the stop -smoking process by using the subcon- 
scious mind. In my invention, it is important to use both the 
conscious mind — via the educational program discussed 

10 above — and the unconscious mind, with hypnosis. 

The subconscious mind dominates your thinking and 
behaviors. It is programmed using repetition and the sub- 
conscious mind basically behaves for two reasons. It tries to 
take you towards pleasure and it wants you to stay away 

15 from pain. For example, when you have a cup of coffee, you 
grab a cigarette; you get into a car, you grab a cigarette; you 
get stuck at a Hght, you grab a cigarette; you get a break at 
work, you grab a cigarette; you have a cocktail, you grab a 
cigarette. If you do not experience these triggers, you may 

20 very often go many hours without having a cigarette. It is 
important that you identify these scenes so we can then 
break the connection of the cigarettes to the scenes. 

With hypnosis, the subconscious mind no longer aids the 
body to smoke more often, but rather aids the body to stop 

25 smoking, during precisely those periods when a smoker is 
accustomed to having a cigarette. Instead of the subcon- 
scious making the body scream for nicotine after a meal, or 
with coffee or alcohol, the subconscious will help the 
smoker remain calm and pain free, 

30 When used to stop smoking, I have found that in my 
preferred embodiment, the hypnosis focuses on interrupting 
"conditioned responses" generally, and specifically, on inter- 
rupting the response to smoke. Conditioned responses are 
actions (e.g., reaching for a cigarette) motivated not by a 

35 consciously-perceived need, but rather by unconscious 
habit. 

Is smoking more of a physical or more of a psychological 
addiction? For example, how many times have you gone 
two, three or four hours without even smoking one cigarette 

40 and then in another hour you may smoke four, five or six 
cigarettes? Why is that? It is because certain events, or 
certain times of the day can trigger you to smoke a cigarette. 
Therefore, it is necessary to break these unconscious 
connections, and such breakage occurs, I found, most effi- 

45 ciently using unconscious means — hypnosis. 

In my preferred embodiment of my invention, the hyp- 
nosis is done in-person and is reinforced later with prere- 
corded media such as audio-tapes. 

Hypnosis techniques are known in the art. In my preferred 

50 embodiment, I prefer the in-person hypnosis to follow a 
six-step protocol. The six steps are (1) neuro-linguistic 
programming, (2) physical positioning, (3) progressive 
relaxation, (4) occupying the critical/analytical factor, (5) a 
process of suggestion, and (6) changing the language of the 

55 subconscious. 

(1) Neuro-linguistic programming is a technique known 
in the art. It is described in detail in the following works 
written since the 1960*s. 

The Structure of Magic, Vol.1 — Richard Bandler/John 
60 Grinder 

The Structure of Magic, Vol.2 — Grinder/Bandler 

Patterns of Hypnotic Techniques of M. H. Erickson, Vol.1 
Bandler/Grinder 

Patterns of Hypnotic Techniques of M, H Erickson, Vol.2 
65 Grinder/Bandler 

Frogs Into Princes — Bandler/Grinder 

Tranceformations — Grinder/Bandler 
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Using Your Brain for a Change — Richard Handler 

Time for a Change — ^Richard Handler 

Persuasion Engineering — Richard Handler/John La Valle 

The Adventures of Anybody — Richard Handler 

Science and Sanity — ^Alfred Korzybski 5 

Uncommon Therapy — The Psychiatric Techniques of 

Erickson — ^Jay Haley 
Training Trances — ^John Overdurf/Julie Silverthorn 
My Voice Will Go With You — Sidney Rosen These are 

incorporated herein by reference. lO 

(2) Physical positioning is important, to maintain the 
subject in a state which is both relaxed, yet not sleep-prone. 

(3) Physical Positioning and Progressive Relaxation fol- 
low the methods known in the art, instructing the subject to 
progressively relax each part of their body. This can be done 15 
with instructions to, for example, physically perform some 
act, or to mentally visualize some relaxing phenomenon. 

(4) Occupying the critical/analytical factor is accom- 
plished in my preferred embodiment by having the subject 
perform certain tasks which both require some conscious 20 
attention, but also are not so difBcult or complex as to absorb 
the subject's entire mental capacity. 

(5) The process of suggestion is important to repeat for an 
effective period of time — ^usually at least daily for about 
twenty one days. This time may, however, be less when the 25 
subject is relaxed, or is in a highly-emotional state. 

(6) The last step is changing the language of the subcon- 
scious. This is done by repeating a desired message — e.g., "I 
am free from smoking" — often enough that the desired 
message replaces an undesired message in the subconscious 30 
mind. For example, one technique is to get friends, 
coworkers, and family members to help you, by asking them 

to congratulate you for not smoking. The best way to 
accomplish this is to stick your hand out to a friend or family 
member, asking that person to shake your hand and con- 35 
gratulate you for being a nonsmoker. When that person 
congratulates you, it is a positive reinforcement. The 
(former) smoker benefits from this positive feedback, and 
from knowing that they are doing well in stopping smoking. 

In another technique 1 found successful, smoking is 40 
described as like having a best friend. Psychologically, the 
cigarette is the support that a friend gives you. Imagine 
having your best friend there for you and then losing him or 
her. You would not feel very good losing your best friend. 
However, if you discover that your best friend was abusing 45 
your children, most likely you would not feel the same about 
losing your best friend. You would still have some sort of 
attachment, but now you would be able to reason your way 
out of not having this person as a friend. In my preferred 
embodiment, the educational program teaches smokers to 50 
look at smoking in the same way. 

In my preferred embodiment of my invention, hypnosis is 
also administered by listening to a prerecorded audio script 
which provides stop-smoking messages and positive feed- 
back for not smoking. Such audio tapes are commercially 55 
available. In my preferred embodiment, I use an audio tape 
titled "Smoking Cessation," published by Vitamerica, Inc. 
Cedar Knolls, NJ., www.vitamerica.com, to be listened to 
once every day for an effective length of time, generally 
about twenty-one days. 60 

Dietary Substances. The third element of my invention is 
using proper dietary substances. These address the physi- 
ological needs of people breaking their physical addiction to 
nicotine. Further, one of the biggest fears of smokers is that, 
in stopping smoking, they will gain excess weight. Thus, in 65 
my preferred embodiment, in addition to the dietary sub- 
stances that support normal form and function while recov- 
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ering from a smoking addiction, one also uses dietary 
substances that support normal form and function for those 
seeking weight-loss or to reduce weight gain. In my pre- 
ferred embodiment, I recommend CIGSATION™ and 
TRIM SPECIFICS'^w, dietary supplements by Vitamerica, 
Inc., Cedar Knolls, N.J., www.vilamerica.com. 

To aid the reader's understanding, I will discuss first the 
biological basis of the smoking addiction. I will then discuss 
the dietary substances and the diet modifications I have 
found effective to combat the physical smoking addiction — 
the addiction to nicotine. Finally, I will discuss dietary 
substances to control weight gain. 

What causes the addiction to nicotine? The nervous 
system is divided into two anatomical divisions. The first is 
the central nervous system, which is composed of the brain 
and spinal cord. The second is the peripheral nervous 
system, which includes neurons located outside the brain 
and spinal cord, which includes any nerves that enter or 
leave the central nervous system. The peripheral nervous 
system can be further divided into the efferent division, 
whose neurons carry signals away from the brain and spinal 
cord to the peripheral tissues, and the afferent division, 
whose neurons bring information from the periphery to the 
central nervous system. 

Nerve impulses are transmitted along a path of cells called 
neurons. The neurons form a knot-like mass called ganglia. 
These neurons are connected by a series of bridges. The 
bridge is called a synapse. In order to dross the bridge, a 
neurotransmitter is required. Hefore the nerve impulses 
reach the relay station or bridge, they are referred to a 
pre -ganglionic neurons. After crossing the synapse, they are 
referred to as post-ganglionic neurons. The basic neurotrans- 
mitters of the autonomic nervous system are acetylcholine 
and epinephrine. Acetylcholine mediates the transmission of 
nerve impulses across autonomic ganglia in both the sym- 
pathetic and parasympathetic nervous systems. 

Nicotine Receptors. These receptors, in addition to bind- 
ing acetylcholine, also recognize nicotine. Nicotine initially 
stimulates and then blocks the receptor. There is a competi- 
tive inhibition taking place. In lay terms, the receptor has a 
greater affinity for nicotine than for acetylcholine. At the 
same time, nicotine increases the level of the neurotrans- 
mitter dopamine in a particular brain pathway which asso- 
ciates a molecular link between nicotine addiction and this 
pleasure producing pathway. This is why nicotine causes 
such as strong physiological addiction. Recently, scientists 
at Yale and at the Pasteur Institute in Paris have found that 
the beta 2 sub unit of a known nicotine receptor in the brain 
is a critical component in nicotine addiction. 

To combat this nicotine addiction, it is useful to use 
lobelia. Lobelia inflata (also known as Indian Tobacco) is a 
plant. This plant contains three nicotine-like ingredients : 1) 
lobeline, 2) lobelanidine, and 3) lobelanine. On close inspec- 
tion of these three ingredients one can notice that all are 
symmetrical molecules. In other words, if you cut them each 
in half, each half is the same. The only exception is with 
lobeline, which has a slight difference on one side of the 
molecule. I refer to each of these three compounds, their 
analogs, and derivatives, as "lobelia," After explaining some 
basic physiology, you will see why lobelia is important. 

Nicotine causes an increase in blood pressure, increases 
intestinal motility, stimulates the central nervous system, has 
an anti diuretic effect (ability to retain water), affects heart 
rate, affects respiration, is highly soluble and crosses the 
blood-brain barrier, produces some euphoria (feeling of well 
being), arousal, relaxation, and it improves attention, and 
crosses the placenta membrane and is secreted in the milk of 
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laclaling women. The chronic effects of Nicotine include 
nasopharyngeal and bronchial irritation, lung cancer, cardiac 
irregularities, stinaulated salivary secretion, and reduction of 
gastric acidity. 

Let us now consider the structural formulas for the active 5 
constituents in lobelia. Because of their basically symmetri- 
cal structure, it appears that they have an advantage in 
competing with nicotine at the effector cell site. It is pos- 
tulated thai those components can attach themselves to the 
cell site from either side of the molecule and perhaps crowd lO 
out the nicotine. Later, after the nicotine is eliminated from 
the system, lobe line will replace nicotine at the effector cell 
site. While nicotine is rapidly eliminated from the body 
within 16-24 hours, the withdrawal symptoms can last for 
several weeks to several months, depending upon the indi- 15 
vidual. 

Lobelia's action in the body mimics that of nicotine, but 
does not have the physiological dependence of nicotine. 
Lobelia exhibits a cross tolerance with nicotine, is one of the 
most useful systemic relaxants, has a relaxation effect on the 20 
central nervous system, has a relaxing action on the auto- 
nomic nervous system, has a general relaxing action on 
neuromuscular action, is a powerful respiratory stimulant, 
equalizes circulation and relieves vascular tension, provides 
a truly holistic action with a combination of stimulation and 25 
relaxation, and also provides the holistic action of a general 
relaxant with diffusive stimulation. 

Recently, scientists in Japan have discovered an antide- 
pressant component in the leaves of lobelia inflata. This 
probably explains why individuals feel better when taking 30 
lobelia. 

Given this physiology, the physiologic needs of a smoker 
can be addressed using lobelia. In addition to lobelia, I have 
found that other herbal substances are useful as dietary 
substances. Thus, in my preferred embodiment, lobelia is 35 
used along with wood be tony, fennel seed and licorice root 
and several other herbs. In addition to these vitamin-type 
nutritional supplements, in my invention one needs lobelia. 
Lobelia is also known as Indian tobacco or wild tobacco and 
is native to North America. It includes three components 40 
significant here: lobe line, lobelanidine and lobelanine. It is 
pharmacologically similar to nicotine, but does not have 
nicotine's physiological dependency. 

In my preferred embodiment of my invention, I have 
found it beneficial to include certain other supplements 45 
derived from plants and herbs. Each the individual ingredi- 
ents improves the function of lobelia alone, as each provides 
a specific function to enhance the eflScacy of the product. 

Wood Betony. Wood betony is used for its sedative and 
bitter properties. Its anti-hypertensive properties relieve 50 
nervous tension and dilate blood vessels, thus producing a 
calming effect. Wood betony can relieve headaches normally 
associated with nicotine withdrawal. Its bitter tonic proper- 
ties also aid in nicotine withdrawal. 

Fennel Seed, Fennel seed has been recognized to have 55 
carminative and stimulant properties. It has been reported to 
have a spasmolytic effect on smooth muscles. As a result, it 
can be used for dyspeptic discomfort, gastrointestinal dis- 
comforts and congestion of the upper respiratory tract. Since 
chain smokers normally have a smoker's cough resulting in 60 
congestion of the lungs, fennel seed can aid in treating that 
congestion. One of the constituents from the volatile oil 
expressed from fennel is anethol. Anethol has been shown 
experimentally to reduce secretions of the upper respiratory 
tract (i.e., lungs). 65 

Licorice Root. Hie major active ingredient in licorice root 
is glycyrrhizin. The glycyrrhizin is responsible for a vaso- 



pressor response, which is similar to that occurring in 
nicotine. However, while it mimics that response, it also 
exhibits anti-inflammatory and an antitussive effects that is 
comparable to codeine in potency. This is due to the deriva- 
tive 18 Beta-glycyrrhetinic acid which prevents smoker's 
cough. In addition, the flavonoids in licorice root have 
recently been shown to have strong antioxidant and anti- 
hepatotoxic activities. These activities will help cleanse the 
body of the free radicals and other toxic substances gener- 
ated from smoking. Licorice extracts are often used in 
anti-smoking preparations as a flavoring agent to mask bitter 
nauseous or other undesirable tastes from other components 
of the preparation. Licorice can also be used to treat stomach 
irritation arising from nicotine usage. 

In addition to the foregoing, I have found it useful to use 
also blue cohosh, black walnut husk, chamomile flower, 
gotu kola leaf extract, kava kava root, peppermint, sarsapa- 
rilla root, slippery elm bark, valerian root, bayberry fruit, 
myrrh, passion flower, ginger root and eucalyptus oil. Thus, 
in my preferred embodiment, I use each of these, for the 
following reasons. 

Blue Cohosh. It has demonstrated anti-inflammatory 
activity in animals. Blue cohosh can be used for nervous 
disorders. 

Black Walnut Husk. Black walnut husk is a blood cleanser 
and oxidizer. It has been shown to be useful in lung disease 
and has strong anti-fungal and antibacterial properties. It is 
a rich dietary source of protein, iodine, chromium, 
potassium, manganese, vitamin A and the powerful antioxi- 
dant vitamin C, 

Chamomile Flower. Chamomile flower has essential oils 
that contain a variety of glycosides, and other important 
constituents and chemically related compounds. Several of 
the therapeutic constituents of the volatile oil are chamazu- 
lene and alpha bisabolol oxide A. Chamazulene has dem- 
onstrated anti-inflammatory activity, pain relieving, wound 
healing, antispasmodic and anti-microbial properties. Alpha 
bisabolol has anti-inflammatory, anti-microbial and anti- 
peptic activities. Matricin has been found to have a suflS- 
ciently stronger anti-inflammatory effect than chamazulene, 

Gotu Kola Leaf Extract. The gotu kola leaves contain 
properties that have been shown to accelerate wound 
healing, improve memory, relieve fatigue and stress, 
increase mental acuity and improve behavioral patterns. 
This produces a calming effect within the body, thereby 
relieving the stress associated with nicotine withdrawal 
symptoms. 

Kava Kava Root, The active ingredients in kava kava root 
are a group of compounds known as the kavalac tones. They 
are recognized for their biological activity as a sedative, 
anti-convulsive and tonic. Additional constituents in kava 
kava root have demonstrated muscle relaxant activity and 
have been used for their ability to combat nervous anxiety 
and unrest. Kava kava also has expectorant properties. This 
allows the heavy smoker to expectorate residual mucus from 
the lungs. 

Peppermint. Peppermint yields a volatile oil that is com- 
posed mainly of menthol. Menthol has long been recognized 
as a cooling agent in topical preparations. Also present are 
many other ingredients, some of which have been charac- 
terized to have biological activity. One such constituent is 
bisabolene, which has demonstrated to have anti- 
inflammatory activity. Other constituents in peppermint 
include flavonoids such as hesperetin and rutin. Also present 
are tocopherols, carotenoids, choline and azulenes. Azulene 
isolated from peppermint demonstrated anti-inflammatory 
and antinuclear effects in experimental animals. Peppermint 
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oil is extensively used as a flavoring agent, carminative, cose available for energy production, optimizing energy 

antiseptic and local anesthetic in cold, cough and other output so that you feel healthy and alive, 

preparations. Peppermint and their oils have been used in Chromium is the "master" nutrient for controlling blood 

traditional medicine as a stomachic, stimulant, antiseptic, sugar. It helps overcome sugar cravings, which is a problem 

local anesthetic and antispasmodic in treating indigestion, 5 with many overweight people. It also plays an important role 

sore throat, nausea, diarrhea and colds. controlling blood lipids, lowering harmful LDL 

SarsapariUa Root. The major component of sarsaparilla is cholesterol, and increasing beneficial HDL cholesterol, 

a variety of steroids which include sarsasapogenin, Research shows that a chromium deficiency may be a 

smilagenin, sitosterol, stigmastcrol and pollinastanol, and widespread problem. Many people, such as athletes, 
their glycosides (saponins) including sarsasaponin (parillin), lo diabetics, mothers and the elderly, are at especially high nsk. 

smilasaponin (smilacin), sai^aparilloside and sitosterol glu- ^ °^ chrommm can impair insulin fiinction, thereby 

e -11 • » \j * u u » . inhibitmg protein synthesis and energy production. More 

coside. Sarsapanlla is reported to have hepatoprotective, i i j * * tt j- u . j i. 

J • £, . V ^ seriously, it can even lead to type II diabetes and heart 

diuretic and anti-mflammatory activity. disease 

Slippery Elm Bark. The principal constituent of slippery preferred embodiment, the chromium is a form of 
elm bark is mucilage. The mucilage has demulcent 15 chromium commercially available under the trade name 

(soothmg) and nutritive properties. It can sometimes be used CHROMIUM CHELAVITE-^", available from Vitamerica, 

to soothe irntated lungs. Inc. of Cedar Knolls, N.J. 

Valerian Root. Valerian root has a variety of constituents The most biologically active form of chromium, the true 

but the major one, valerenic acid, produces a nerving or GTF chromium, is the basis for the molecular structure of 
sedative effect. Valerian has CNS depressant activities. As a 20 CHROMIUM CHELAVITE™. Studies on CHROMIUM 

result, in states of agitation normally witnessed by smokers CHELAVITE™ at a leading Utah university have shown 

during withdrawal, this will have a calming effect. It has also that this form of chromium is clearly superior to both 

been shown that in conditions of fatigue, the herb has chromium picolinate and chromium polynicotinate in absorb 

demonstrated stimulating properties. ability. It had an absorption rate that was 53% greater than 

Bayberry Fruit. Bayberry fruit has been recognized to 25 for chromium picolinate and 91% greater than that observed 

have a tonic effect. for chromium polynicotinate. 

Myrrh. Myrrh is reported to have astringent effects on Choline. Choline is one of the most beneficial nutritional 

mucus membranes. It is often used as a flavor component to supplements. Technically, it is not a vitamin, even though it 

mask bitter ingredients. It has also been used as a stimulant is essential for human life. There are three major functions 

and expectorant. The expectorant properties will help the 30 of choline among humans. It is needed for building cell 

smoker remove mucus and phlegm from the lungs. structure, it prevents or minimizes unhealthy fat deposits in 

Passion Flower. Passion flower contains indole alkaloids, the liver, and it acts as a precursor to acetylcholine. Acetyl- 

flavonoids and steroids. The indole alkaloids and flavonoids chohne is a neurotransmitter in the brain which is respon- 

have tranquilizing effects. Anxiolytic and hypotensive activ- sible for nerve impulses, memory, leaming, mood elevation 

ity has also been reported. 35 and depression control. 

Ginger Root. Ginger root is used to combat nausea and Choline has a very positive effect on the health of the 

vomiting, which may accompany nicotine withdrawal. liver. It is a lipotropic agent (fat eliminator) that can cut 

Eucalyptus Leaf Oil. The leaves contain 0.05 to 3.5% oil. away fats in the liver to be used instead of energy. Choline 

The oil consists mostly of eucalyptol (1, 8-cineole). It is used aids in weight loss by facilitating Growth Hormone (GH) 

in an anti-smoking formula as an expectorant to help remove 40 releasers, controlling cholesterol, and helping control the 

mucus from the lungs. appetite. It also helps reduce the "gut transit time", the 

In my preferred embodiment of my invention, these amount of time it takes food to move through the intestines, 

dietary substances are used as found in CIGSATION™ In addition to helping speed food through the system, 

100% Natural Cigarette Replacement System, commercially chohne also plays an important role in the body's ability to 

available from Vitamerica, Inc., Cedar Knolls, N.J. 07927, 45 metabolize fat and cholesterol. 

www.vitamerica.com. Each of these dietary substances adds Inositol. Inositol is a member of the B complex of 

to the benefit obtained from using lobeha alone. vitamins. It provides a calming effect, nourishes brain cells. 

In addition to addressing the physical nicotine addiction, helps reduce cholesterol, slows artery hardening, prevents 

I find it useful to address the smoker's fear of excessive eczema, and is needed for hair growth and metabohsm. It is 

weight gain, by using a "weight control product," a drug or 50 found in high concentrations in the brain, and serves as a 

dietary substances useful in controUing unnatural weight brain cell membrane stabihzer. Inositol also helps in lecithin 

gain. Such dietary substances include chromium, chohne, formation, and aids the body in the metabolism of fat and 

inositol, vanadium, gynema sylvestre, lecithin, vitamin B6, cholesterol. 

ginseng, zinc, mahuang, kola nut extract, spirulina, and Vanadium. A trace mineral like chromium, vanadium is 

methionine. Several of these are known physiological 55 essential for cellular activity and for the formation of bones 

stimulants, which increase thermogenesis in the body and and teeth. It also inhibits the synthesis of cholesterol and 

thus promote expending calories. I will discuss each in mm, lowers certain forms of high blood pressure. It works 

and its usefulness in a weight-control product. remarkably well as a powerful insulin mimic and has been 

Chromium. What is chromium? It's the mineral that no shown to normalize blood sugar levels, even in diabetics, 

body can afford to be without. Like iron, copper and zinc, 60 Gynema Sylvestre. This tropical herb is beginning to 

chromium is one of the 16 essential trace minerals the body receive much attention due to impressive results in recent 

needs to keep healthy and fit. And for people who are studies. Gynema Sylvestre appears to have a positive effect 

overweight and out of shape, chromium may be the most in lowering blood sugar levels, especially in diabetics, 

precious mineral of all. In its biologically active form, it Research also suggests that it can help curt? sugar absorp- 

helps insulin to metabolize fat, convert protein into muscle, 65 tion. 

and convert sugar into energy. Chromium -activated insuhn Lecithin. Lecithin is part of every single cell in the body, 

actually increases almost twenty times the amount of glu- but has its greatest concentration in the brain. About 17-20% 
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of the brain is made up from lecithin. Lecithin is an 
emulsifier. It is used in the manufacture of chocolate, 
because it keeps it liquid and it keeps it moving. Lecithin 
does the same thing for the fat in the human body; it keeps 
it moving, right out of the body. 5 

Lecithin is a natural diuretic and an effective cholesterol 
reducer. It helps prevent the buildup of cholesterol on 
arterial walls, thus improving the circulation of the blood. 
One study that examined 900 men for atherosclerosis (fat 
deposits in the arteries) showed that those with more than lO 
36% lecithin in the blood had no atherosclerosis. Those with 
less than 34% showed evidence of the disease. 

Lecithin is also the source of two of the hardest to find 
B-Complex relatives, choline and inositol. A major function 
of lecithin is to supply choline in the diet. Choline (see entry) 15 
has the function of breaking down fat deposits in the body. 
Our bodies do not manufacture enough choline. Therefore, 
we must rely upon our food and supplements such as lecithin 
to make sure that we get enough. 

Vitamin B6. Vitamin B6 aids in more bodily functions 20 
than any other single nutrient. It facilitates the body*suse of 
carbohydrates, proteins and fats. It promotes mental perfor- 
mance by aiding in the transport of amino acids, which are 
used by the brain to increase mental energy and memory. It 
also promotes the transport of choline, and aids in the 25 
breakdown of glycogen, the primary fuel for the brain. 

Ginseng. For centuries, the Chinese have testified to the 
beneficial effects of Ginseng on longevity. Ginseng provides 
stimulation to the entire body, helping to overcome stress 
and fatigue. Ginseng can regulate and normalize blood 30 
pressure and blood sugar levels. It has been called a cure-all 
and has also been claimed to be a mild sexual stimulant. 
Over all. Ginseng has a phenomenal effect on the body's 
energy level. 

Zinc, Zinc is another important trace mineral that is used 35 
by more than 200 enzymes to keep the body's major 
metabolic systems going strong. In addition to its role in 
metabolism, zinc is a potent antioxidant, profoundly impor- 
tant in enhancing the immune system, stimulating cellular 
growth, reducing excess levels of damaging free radicals, 40 
and improving general health. 

Mahuang. Mahuang, also known as ephedra, contains a 
potent alkaloid, ephedrine. This natural stimulant increases 
the basal metabolic rate, which helps to burn calories more 
effectively. It has also been used as a remedy for kidney and 45 
bladder problems, as well as for colds, asthma, and hay 
fever. 

Kola Nut Extract. This is a natural stimulant that increases 
energy and stamina. It has been found to be very useful in 
preventing fatigue. Kola Nut Extract also acts as a tonic 50 
agent for the heart, and it is sometimes useful in relieving 
pain, neuralgia, and headache. 

Spirulina. This famed blue-green algae contains concen- 
trations of nutrients unlike any other single grain, plant or 
herb. This super nutrient is a naturally digestible food that 55 
aids in protecting the immune system, in cholesterol reduc- 
tion and in mineral absorption. It also helps to cleanse and 
heal, while also curbing the appetite. 

Methionine, Methionine is an amino acid that assists the 
gall bladder function by helping to synthesize bile salts. It is 60 
a lipotropic substance that prevents the deposits of and 
cohesion of fats in the liver. It is also reported to be a growth 
hormone releaser. 

It serves as an antioxidant in the brain. It helps prevent the 
buildup of heavy metals and plays an important and essential 
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role in the production of the brain neurotransmitter choline. 
Methionine is not found in the body. Therefore, it must be 
gotten via food and supplementation. It is also a good source 
of sulfur, and its therapeutic lipotropic effects help to elimi- 
nate fatty substances from the body. 

Each of these dietary substances can be found in TRIM 
SPECIFICS™, available from Vitamerica, Cedar Knolls, 
N.J., www.vitamerica.com. 

Without further elaboration, it is believed that one skilled 
in the art can, using the preceding description, utilize the 
present invention to is fullest extent. The examples I discuss 
here are included as the preferred embodiment of my 
invention, and not to further qualify the description. 

I claim: 

1. A method for helping a tobacco smoker to stop 
smoking, said method comprising the steps of: 

(A) providing to a tobacco smoker a non-conditioning, 
educational program to educate said tobacco smoker's 
conscious mind, said educational program including 
education both on the disadvantages of smoking and on 
conscious techniques to stop smoking, 

(B) providing to said tobacco smoker at least one hyp- 
nosis program to train said tobacco smoker's subcon- 
scious mind to discourage said tobacco smoker from 
performing smoking behavior, and 

(C) providing to said tobacco smoker an anti-smoking 
drug in an amount effective to aid in the reduction or 
cessation of said tobacco smoker's craving to smoke 
tobacco, 

such that said tobacco smoker can be helped to stop 
smoking. 

2. The method of claim 1, where said hypnosis program 
comprises prerecorded media useable by said tobacco 
smoker when alone. 

3. A product to aid a tobacco smoker in ceasing to smoke 
tobacco, said product comprising: 

(A) means for educating said tobacco smoker's conscious 
mind, said educational program including non- 
conditioning education both on the disadvantages of 
smoking and on conscious techniques to stop smoking, 

(B) means for hypnosis to train said tobacco smoker's 
subconscious mind to discourage said tobacco smoker 
from performing smoking behavior, and 

(C) an anti-smoking drug in an amount effective to aid in 
the reduction or cessation of said tobacco smoker's 
craving to smoke tobacco. 

4. The product of claim 3, where said means for hypnosis 
comprises prerecorded media useable by said tobacco 
smoker when alone. 

5. The method of claim 1, further comprising the step of: 
(D) providing to said tobacco smoker, at least one weight- 
control product, in an amount effective to aid in weight 
control. 

6. The method of claim 5, where the weight control 
product includes at least one stimulant in an amount effec- 
tive to aid in weight control. 

7. The product of claim 3, further comprising: (D) at least 
one weight-control product in an amount effective to aid in 
weight control. 

8. The product of claim 7, where the weight control 
product includes at least one stimulant in an amount effec- 
tive to aid weight control. 



